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0C-RDC LearNER GUIDE V4.5 GLasSIC Introduction to RDGC

Introduction to OC-RDC

Introduction This lesson provides an overview of the Oracle Clinical Remote Data
Capture system.

Lesson After completing this lesson, learners will be able to:

Objectives

1. Statethe minimum system requirements for using Oracle Clinical
(OC) Remote Daa Capture (RDC).

2. List the data management functions that can be performed in OC-
RDC.

3. Define common terms used in OC-RDC.

Background Oracle® Clinical (OC) isacommercially available clinical trials data
management system developed by Oracle Corporation. OC is used by
numerous pharmaceutical and biotechnology companies, contract research
organizations, and other medical and academic institutions.

OC allows for data entry at a central location into a central database, and it
also allows for web-based data entry from many locations into a central
database. The web-based data entry application is called Remote Data
Capture (RDC). RDC isfully integrated with the OC data management
system. It allowsclinical sitesto enter and correct data through interactive
web-based sessions. There is no special hardware required for aclinical site
to access and use OC-RDC. It is necessary, however, to have a personal
computer that meets ordinary standards for use with today’s software and to
download a set of free software components.

In addition, it is necessary to have an Internet Service Provider (1SP).

While it is possible to use OC-RDC with aregular dial-up modem that has a
baud rate of at least 56kbps, it is preferable to have a faster connection
through a DSL line, a cable modem, or other high-speed connection at your
institution.
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Introduction to RDGC

Background
(cont.)

Through OC-RDC, clinical siteswill be able to perform the following data
management functions:

Thistraining course coversthe basic functions that a clinical site will need
to perform in OC-RDC Version 4.5 CLASSIC. Instructionsin this guide
might not be applicable to earlier or later versions of OC-RDC. If you are
using a different version of OC-RDC, please contact your Westat sudy
representative to determine if there are other instructions available, or call
the Westat RDC Help Desk.

This Participant Guide is a product of Westat and was developed strictly for
authorized Westat OC-RDC users. Oracle Corporation has not approved
this guide. Use of this guide is prohibited except as authorized by Westat.

Data entry and update;
On-line edit checking;
On-line error correction,
Tracking of patient data; and
Running basic reports.

Version: 09/27/2005

© 2005 WESTAT.

Intro 2 of 12

This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.
It may not be reproduced or distributed without the written consent of Westat.



0C-RDC LEARNER GUIDE V4.9 CLASSIC Introduction to RDC
Screen Visual Notes
Welcome to this Oracle Clinical — Remote Data
Capture (OC-RDC) training session!
Re?é;i%i"??fp&e
Course Training Goals
g o o 1. Provide background information necessary to
Provide background nformation necessary understand the OC-RDC 4.5 CLASSIC
2 zamililartizet;/voutwitr? OC-RDC ft.S‘CLASS;C, appl | Cat | On.
ey bt 2. Familiarize you with OC-RDC 4.5 CLASSIC.
3. Complete two training cases in class.
4. Complete two training cases outside of class.
5. Enable you to be successful
delines: Classroom Guidelines:
Classroom Guidelines:
: i:aegs:\e of Rest Rooms * &:hwUI e
. E\:ga:;tu:n off.or mutf cell phones and ° LOCE\IIOI’] of Reg Roorns
e o Other Facilities
e Please turn off or mute cell phones and pagers
e Question “Parking Lot” (off-line and follow-up
guestions to be handled outside of class.)
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Today's Lesson Plan

Course Schedule — Nine Lessons

Introduction to OC-RDC 4.5 CLASSIC
Logging on to the Training Database

The OC-RDC Main Window (The Spreadsheet)
Searching the study database

Data Entry

Adding a page

Adding avisit

Validating and Correcting Discrepancies
Printing Reports & CRFs

=

© 0N U~ WD

Introduction to Oracle Clinical —
Remote Data Capture

OC-RDC 4.5 CLASSIC

Introduction to Oracle Clinical — Remote Data Capture
(OC-RDC) 4.5 CLASSIC

Introduction—Training Objectives

After completing this lesson, students will be
able to:

1. Explain OC-RDC purpose and capabilities

> Recognize the minimum system
requirements for using OC-RDC

5. List the data management functions that
can be performed in OC-RDC

4 Define common terms used in OC-RDC

After completing this lesson, you will be able to:
1. Explain OC-RDC purpose and capabilities;

2. Recognize the minimum system requirements
for using OC-RDC,;

3. List the data management functionsthat can be
performed in OC-RDC; and

4. Define common terms used in OC-RDC.

Overview

Remote Data Capture (RDC) is a user-
friendly mechanism that

over the process of
entering, correcting, and managing their
data.

Oracle® Clinical (OC) isacommercially available
clinical trials data management system developed by
Oracle Corporation. OC isused by numerous
pharmaceutical and biotechnology companies, contract
research organizations, and other medical and academic
institutions.

OC allows for data entry at a central location into a
central database, and it also allows for web-based data
entry from many locations into acentral database. The
web-based data entry application is called Remote Data
Capture (RDC). RDC isfully integrated with the OC
data management system. It allowsclinical sitesto
enter and correct data through interactive web-based
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0C-RDC LEARNER GUIDE V4.9 CLASSIC Introduction to RDG
Sessions.
What is Oracle Clinical? Oracle Clinical is a Commercial off-the-shelf (COTS)
-ana mssenmener o || Product. This means that it is not a proprietary,
e orenecomeene || custom-developed system. Use of Oracle Clinical to
s cost || manage clinical trials at Westat began in 1997.
Oracle Clinical is currently used by over 160
pharmaceutical, biotechnology, and CRO companies.
Y ou do NOT need to purchase the Oracle Clinical
software in order to use OC-RDC to record and track
study subject data.
Functions rerormea n ocroc. || 1rOUgh OC-RDC, clinical sites will be able to perform
usng ocroc e ave o petom: | | the fOllowing data management functions:
fat et o e Dataentry and updates
e On-line edit checks
e On-lineerror correction
e Tracking of patient data
e Basic report production
The RDC Components To better understand how OC-RDC works, we can
2 Main Componeats: break down the name of this system into its component
e parts:
e Remote and
e Data Capture
Version: 09/27/2005 Intro 5 of 12
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0C-RDC LEARNER GUIDE V4.9 CLASSIC Introduction to RDC
Remote RDC isasystem that allows study staff to input data
= Connect From Your Site to Westat into a ddm Iocaw a another Site. I n this m, the
o *3, database is located at a Westat facility.
; -~ HEH || The datais transferred from study site to the database
— 1| using the Internet.
Data Capture RDC is a data management system. That means that it
ety Erterdote ey is responsible for both accepting raw data entry, as well
o as managing the process of validating and correcting
e e aare ey, || thet data
Data Capture The data management part of the RDC process
Collect AND manage data from YOUR site i nCl UdeS:
Mo vt b ot cnrcion * Processing updatesto information
e « Online edit checks of the data
e Online error correction
Data Capture Part of this data management process is keeping an
i e audit trail on all data changes. OC-RDC tracks:
e e What was changed
* Who changed it
e When it was changed
e Why it was changed
Biggest Advantage of The biggest advantage of using RDC is that the RDC
_ _ system will greatly reduce the time, effort, and expense
Rgfio:é’”sﬁ—’%‘?fitzn’i,i”;iéﬁ;”m”lff”" of sending paperwork back and forth between study
' site and the data management location.
Paper records are still vitally important. The original
documents must be maintained and preserved as
before. However, using RDC makes the data available
faster and with more reliability, because the data input
can be checked for errors immediately.
Version: 09/27/2005 Intro 6 of 12

© 2005 WESTAT.

This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.

It may not be reproduced or distributed without the written consent of Westat.



0C-RDC LearNER GUIDE V4.5 GLasSIC

Introduction to RDGC

RDC Requirements

= No special hardware requirements
= Standard Internet access

= Current standard PC configuration
= Integrates fully with Oracle Clinical

The Oracle Clinical-Remote Data Capture system does
not require any special hardware on the user’s
computer. RDC uses standard Internet accessto
transfer data from the study Ste to the database. Most
current computers are completely compatible with OC-
RDC and the data collected using OC-RDC integrates
fully with the Oracle Clinical databases.

System A
Requirements [/
=]

= Recommended Requirements
= Acceptable Requirements

While Oracle does issue a list of “Recommended
Hardware and Software Requirements,” the PC
reguirements for using OC-RDC here at Westat are
different.

E Minimum PC Requirements

+ Pentium III, Pentium 4 or Pentium-compatible CPUs;

+ Windows 95, 98, or 2000, Windows NT for Intel 4.0,

SP6a operating system;

- At least 48 MB memory;

- At least 300 MHz processor speed;

- An Intemet browser: Internet Explorer (V5.5 or
higher) or Netscape (V4.7 or higher);

- A modem of 56 kbps or faster, or an altemative high-
peed Internet connection; and

- Aprinter.

Westat OC-RDC minimum PC Requirements include:

e Pentium Il IV or other Pentium-compatible CPU;

¢ \Windows 95, 98, or 2000, Windows NT for Intel
4.0, SP6a operating system;

e At least 48 MB memory;
e At least 300 MHz processor speed;

e An Internet browser: Internet Explorer (V5.5 or
higher) or Netscape (V4.7x or higher);

e A modem of 56 kbps or faster, or an alternative
high-speed Internet connection; and

e A printer.

OC-RDC Terminology
Data Entry

= Case Repost Form (CRE) - Data collectior
instrument for recording of patient data

= eCRE - Hlectronic version of CRF

= Page ~ Usually synonymous with eCRF

= Data Cell - Intersection of RDC row and column

= Discrete Value Group-(DVG) - Allowable codes
for categorical data fields (.. yes/no)

= Listof Values - Same as a DVG

Before beginning to use OC-RDC, we must define
some commonly used terms and phrases. Theterms
used in OC-RDC are generally those used by the
pharmaceutical industry for clinical trial research, with
afew exceptions. The termsthat it will be important to
understand in order to use OC-RDC effectively arethe
following:

Case Report Form (CRF) - The paper data collection
instrument where patient datais recorded.

Electronic Case Report Form (eCRF) - An electronic
representation of the CRF.

Version: 09/27/2005
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Introduction to RDGC

Page — In OC-RDC page is usually synonymous with a
CRF.

Data Cell — In the OC-RDC spreadsheet, the
intersection of arow and a column is called acell. Each
cell represents the data collected for a particular patient
(the row) for a particular eCRF page (the column).

Discrete Value Group (DVG) - The complete list of
predetermined values for a data field that uses
categories as responses, e.g. “yes, no” or “high,
medium, low.”

List of Values— A Discrete Value Group (DVG.)

OC-RDC Terminology

i Organization of Forms
= Baok - A set of CRFs that are organized i the order that
data entry is expected to occur.

Book - A sequence of eCRF pagesto be collected in a
study. A study may include more than one book. The
correct book must be chosen in the Selections window
before you enter any data.

Event/clinical event - A single occurrence of data
collection that is planned to occur according to the
protocol schedule. (Usually synonymous with a study
visit.)

Phase — A group of visits, as defined by the study
designer, (e.g., pre-treatment, treatment, and follow-up
phases).

Study - A protocol. You may have access to more than
one study.

Vigit - Aninstance of treatment. For example, visits
may consist of physical examination and medication.

Patients/Subjects/Participants — People participating
in the study from which datais derived.

Version: 09/27/2005
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0C-RDC LearNER GuIDE v4.5 CLASSIC Introduction to RDC
OC-RDC Terminology Validation - An edit check of the data.
Validate - The process of performing data edit checks.
Univariate validation - An edit check of asingle data
field for alowable value and datatype (e.g., date).
Multivariate validation - An edit check that compares
two or more data fields on a single form or across
multiple forms.
Discrepancy - An inconsistency between an actual data
value and the potential value expected by the study
designer.
OC-RDC Terminology Un_ivariate discrepancy - A discrepan_cy that_ involves
v || asingle data value. For example, 98.6 is outside the
: . range of expected values for body temperature
measured in degrees Celsius.
Multivariate Discrepancy - A discrepancy caused by
more than one datavalue, (e.g.., astart date being later
than an end date.) Obviously, you expect the start date
to be earlier.
Audit trail - A list of all changes to the datarecord
after initial entry, including what was changed, who
made the change, when it was changed, and why it was
changed.
OC-RDC Terminology Verification - Confirmation of the entered data against
t: iting . . -
Ny —— source documentation. Typically performed by site
f}:ém%%d form by form. This & 2 st monitor mOI’lI tors
= Approval ~ Approval of the entered data against
P Sy Pk
Version: 09/27/2005 Intro 9 of 12
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Introduction to RDGC

Approval - Approval of the entered data. Approval is
accomplished form by form. The approval feature
constitutes an electronic signature. Thisisa Primary
Investigator (PI) task in OC-RDC.

New featuresfound in RDC version 4.5 include:
- Updated Interface
- Activity List
- Group Activities
- Investigator Comments
- Blank Flag processing Tool
- Patient Data Reports

Updated I nterface — With the introduction of OC-
RDC version 4.5 the workspace has been updated to
give it amore intuitive look and feel. The RDC
Spreadsheet utilizes new CRF icons designed to
provide “at-a-glance” feedback on the status of each
eCRF. Menus and windows have also been enhanced
to make them easier to navigate and easier to use.

Activity List — New to RDC version 4.5 is the Activity
List. TheActivity List isdesigned as an alternative to
the Search window. Both can be used to select a set of
patients to display in the RDC workspace. The
Activity List window allows the user to select atask,
rather than a set of search criteria. Examples of tasks
found in the Activity List are “Start data entry for a
next patient,” and Review open discrepancies.” The
study sponsor can define as many Activities as needed.
Additionally, activities can be restricted or granted
based on the study, site or user role.

Note: The activity list must be enabled by the system
administrator. Some studies will not use the activity
list feature.

Group Activities— Users with appropriate permission
levels can now change the verification, approval or
lock status of a group of CRFs using the Group
Activities menu.

Investigators Commentsand Approvals—
| nvestigators can now enter, review, and navigate to

Version: 09/27/2005
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Introduction to RDGC

comments for al datapoints within a CRF. Investigator
can also approve CRFs directly within the PDF view.

Blank Flag processing Tool —Users can now change
the blank flag status of a CRF or a CRF section through
awindow interface called the Blank Flag Processing
Tool.

Patient Data Reports — The Patient Data Reportsin
OC-RDC version 4.5 dlow investigators to maintain
paper copies of all CRF data that has been entered into
the database. Reports can be generated as blank forms,
with limited information (such as patient ID #, Pl Ste
name, etc.) or with all collected data. The Patient Data
Reports provide site personnel with access to hard copy
audits, discrepancy, and investigator comment
information.

Version: 09/27/2005
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Introduction to RDGC

1. What isthe minimally acceptable Windows operating system for using OC-

Summary Oracle Clinical allows datato be entered at a central location into a centra
database, and it also alows for web-based data entry from many locations into a
central database. The web-based data entry application is called Remote Data
Capture (RDC). RDC alowsclinical sitesto enter and correct datathrough
interactive web-based sessions.

Through OC-RDC, clinical siteswill be able to perform the following data
management functions.
e Dataentry and update;
e On-line edit checking;
e On-lineerror correction;
e Tracking of patient data; and
¢ Running basic reports.
Review

RDC?

2. What is the minimally acceptable modem speed for using OC-RDC?
List the data management functions that can be performed in OC-RDC.

Define the following terms:

eCRF

Univariate Validation
Multivariate Discrepancy
Discrete Vaue Group (DVG)
Book

Data Cell

Version: 09/27/2005
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LOGGING ON TO OC-RDC

Introduction

This lesson describes the procedures for adjusting screen resolution to maximize
the OC-RDC display. The lesson also describes how to login to the OC-RDC
database.

Lesson
Objectives

After completing this lesson, learners will be able to:
1. Adjust the screen resolution of the computer display
2. Loginto OC-RDC
3. Log out of OC-RDC

New Terms

The following new term s introduced in this lesson:

- User identification (ID)—Code that identifies a user to the OC-RDC
system

Background

OC-RDC can only be accessed through an Internet connection, and all data entry
and data editing must be done while logged into OC-RDC. Before you attempt
to use OC-RDC, you must do the following:

Step 1: Confirm that you have the necessary computer hardware, software, and
Internet connection as described in the Introduction to OC-RDC.

Step 2: Obtain an OC-RDC user name and password from your Westat study
representative.

Step 3: Obtain the URL (website address) for the OC-RDC website from your
Westat study representative.

Step 4: Test your accessto OC-RDC. Occasionally, firewall problems prevent
clinical site users from downloading the file necessary to run OC-RDC. If you
encounter a problem gaining access to OC-RDC, call the Westat RDC Help
Desk for assistance. Y ou can also contact your local systems administrator to
investigate any firewall restrictions at your site.

WARNING!

For study security purposes, please do not tape your OC-RDC password or your
OC-RDC bookmark to the computer monitor.

Security of datais arequirement of 21 CER Part 11.

Version 09/27/2005
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Logging on to 0C-RD6

Screen Visual

Notes

Logging into Oracle Clinical —
Remote Data Capture (OC-RDC)

Logging into Oracle Clinical — Remote Data Capture
(OC-RDC)

Log-in—Training Objectives

After completing this lesson, students
will be able to:
1. Adjust the screen resolution of your
computer display
2. Login to OC-RDC
3. Log out of OC-RDC

After completing this lesson, learners will be able to:
1. Adjust the screen resolution of your computer
display;
2. Loginto OC-RDC; and
3. Log out of OC-RDC.

Thistraining allows you to become familiar with OC-
RDC data entry standards, commands commonly used
in the OC-RDC system, and the process of handling
data discrepancies. The OC-RDC database being used
in this training course uses generic test data and is not
specific to your particular project. The contents and
validation checks of your project database will be
different, but the basic procedure for accessing and
using the OC-RDC system will be similar to that of the
training database.

The dataused in thistraining is for training and testing
procedures only. Every effort has been made to provide
realistic values. But, in order to create the necessary
training scenarios, some unrealistic values are included
in the training data.

Version 09/27/2005
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Logging on to 0C-RD6

Screen Visual

Notes

Prior to Logging into OC-RDC

= Adjust Screen Resolution

= Install JInitiator

= Obtain Training Account information
= Locate Sample Training Case CRFs

Training Materials
The following items are needed in order to complete
thistraining:

* My OC-RDC Bookmark;

* Participant Manual for OC-RDC Version

4.5CLASSC; and

*  Four Sample Training Cases.
Contact your Westat study representative if you are
missing any of these items.

My OC-RDC Bookmark

The “My OC-RDC Bookmark™ contains the
information needed to access the training database.

NOTE: after completion of thistraining, you will be
provided with a different website URL, Username,
Password and Database name for your project-specific
databases.

Partici M for -RDC Version 4.
CLASSIC

This manual contains step-by-step procedures and
screen images for relevant OC-RDC functions. It will
also be a useful reference tool once you begin project-
specific OC-RDC tasks.

.
Training Cases have been designed to assist you in
practicing data entry and discrepancy management.
Each file represents a completed set of case report
forms for your assigned patients (refer to Patient IDs
documented on the OC-RDC bookmark.)

OC-RDC
Time Out
Function

Note: OC-RDC databases employ numerous security
featuresto protect the confidentiality and integrity of
study data. One of the security features of OC-RDC is
an automatic time-out after several minutes of non-
activity. Typically the time out is set to 30 minutes.
After 30 minutes of inactivity, a user’s access to the
study database times out. When this happens, the user
must log onto anew OC-RDC session.

Version 09/27/2005
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Logging on to 0C-RD6

Screen Visual

Notes

After completing al four training cases, contact your
Westat study representative for assignment of your OC-
RDC project-specific (Production) database User Name
and Password.

Need Help with OC-RDC?

Contact the OC-RDC Help Desk or your Westat study
representative.
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Hands-on Exercise: Changing the Screen Resolution

% : Scenario: Prior to opening OC-RDC and logging on, you want to change your screen
resolution to match the system recommendations.

Step Instructions/Screen Visual Notes

Background OC-RDC displays a substantial amount of
information on your computer monitor. To alow
you to work most effectively, Oracle recommends
that you view OC-RDC at a minimum screen
resolution of 1024x768 pixels. You can use OC-
RDC at alower resolution, but if you do so, you will
need to scroll both vertically and horizontally to see
all of the information.

Adjust the | To adjust the screen resolution:

- S(lzr(;,jen 1. Click the “Start” button and select Settings,
esolution and then Control Panel

2. Fromthe Control Panel select Display to
open the Display Properties screen.

3. Click on the Settingstab
Display Properties E*.
Backgrnundl Scieen Savarl Appealancel Effectsl wieh  Settings

Diisplay:
TP 01770 on Intel[R] 82810 Graphics Controller

J_ Mare

1024 by 7E2 pixels

Less

"Enlnrs7 Screen area

¥ | Exter i o o deskbomiornta this moritorn Advanced... |
ak I Cancel | pply |
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Step Instructions/Screen Visual Notes

4. In the “Screen area” section of the dialog box,
click and hold your left mouse button as you
move the pointer to 1024x768 pixels.
(Windows default setting is either 800 by 600

pixels or 640 by 480 pixels)

Backgroundl Screen Saverl Appearancel Effectsl web  Seftings |

Dizplay:
TPV D1770 on IntellR] 82810 Graphics Controller

Caolors————————— ~Scieenarea

Less tare

1024 by 768 pixels

¥ | Extend myintays desktom arta this monitar Adwanced... |
08 I Cancel | Ll |

Click Apply, and then click OK.

Depending on your system, you may need to
restart your computer for the settings to take
effect.

Version 09/27/2005 Logon 6 of 13

© 2005 WESTAT.
This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.
It may not be reproduced or distributed without the written consent of Westat.



0C-RDC LearNER GUIDE V4.5 CLasSIc Logging on to 0C-RD6

Hands-on Exercise: Logging on to OC-RDC

% Scenario: You are ready to open OC-RDC and log on.

Step Instructions/Screen Visual Notes

Note: Thistraining class uses a special training
database. Thetraining database usesgeneric
information and sample cases used only for
training. Thistraining program isdesigned to give
you a broad overview of the OC-RDC application.
Specifics about the eCRFsused in your study
protocol may be covered in subsequent training
programsdelivered by your project team.

Launch your | 1. Launch your Internet Browser (Internet Explorer
web browser or Netscape Navigator) by:

a. Double clicking on the desktop icon,
_Or_
b. Selecting the program from the start menu.

Access the | Thistraining class requires that you log-on to the RDC
RDC | Training website before accessing the direct link to the
Training | OC-RDC.

Website - Enter the URL for the RDC Training website.
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Step Instructions/Screen Visual Notes

2. Atthelogin screen,

a. Enter the required username and
password as indicated on your “My
OC-RDC Bookmark.”

b. Click the LOGIN button.

» Login

Username ||

Passworid

Note: The username and password required to
enter your project website may be different from
your OC-RDC username and password.

3. Click on the link to “Login — RDC Training
Database.

RDC

Trainee Menu | EDC Main Menu | Contact Us | Logout

« Calendar(s)

o Search for a ROC Physical Classroom/Web cast Training
e RDC 4.0.3 Training Documents

o RDC 4.0.2 Training Case 1

o RDC 4.0.2 Training Case 2

o RDC 4.0.3 Training Case 3

o RDC 4.0.3 Training Case 4

o RDC 4.0.3 Training Manual for Site Users

o RDC 4.0.3 Training Manual for Site Monitors
« RDC 4.5 PDF Training Documents

o RDC 4.5 PDF Training Case 1

o RDC 4.5 PDF Training Case 2

o RDC 4.5 PDF Training Case 3

o RDC 4.5 PDF Training Case 4

o RDC 4.5 PDF Set-Up Instructions
» RDC Training Database

© Login - RDC Training Database
+ Web Casting Support

o User Manual: Instructional Guide for set-up at your computer
» Help

o RDC Training Frequently Asked Questions {FAQs) - coming soon 1!
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Logging on to 0C-RD6

Step

Instructions/Screen Visual

Notes

4. Click on the pull-down arrow and select:
RDC YV 4.5 PDF & Classic

+ RDC Login

[ LOGIN TO THE TRAINING DATABASE 1

5. Click on the “LOGIN TO THE TRAINING
DATABASE” button

2. Wait for the OC-RDC application to load. Asit is
loading, the box shown below will appear. Do not
close thiswindow. If you close this window, you
will exit the OC-RDC application.

23 Oracle Pharmaceutical Application... E||E][g|
Please do not close thas window with a R
session 1mmning. Closing the window will
cause report/file viewmg and help to stop
working.

Login to the

RDC
database

1. After the OC-RDC application loads, the “Logon”
screen will be displayed.

Connect Cancel

2. Click inthe Username field and enter your OC-
RDC Username and press <T ab> to advance to
the Password field.
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Logging on to 0C-RD6

Step Instructions/Screen Visual Notes
3. Enter your OC-RDC Password and press <T ab>
to advance to the Database field.
4. Enter the name of the OC-RDC Database.
5. Click the Connect button.
Read the The News dialog box appears. It will contain
System news of general interest about OC-RDC from
Click the OK button to close the news dialog box. | ! this study does not use the
activity list, skip ahead to
the start of the search
window section on page 12.
Select 1. If you have access to more than one study, you
the Study can change studies by clicking on the Change
Using the Study button.
Activity List

E-PDF_1 Show All Data for PDF 1

B>-Site: 101
B-Site: 102
B>-Site: 103
B-Site: 104

Help

Change Study

Search
Cancel
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Logging on to 0C-RD6

Step

Instructions/Screen Visual

Notes

2. |If your study usesthe Activity List feature, it
will display automatically. The Activity List
window uses a task-based system to select
patient datato be displayed on the RDC
Spreadsheset.

S-PDF_1 Show All Data for PDF_1

B-Site: 101
B>-Site: 102
B-Site: 103
E-Site: 104

Change Study
Search
Cancel

Help

3. Click onthe Show All Datafor PDF 1 link.

E-PDF_1 Show All Data for PDF 1

B>-Site: 101
B-Site: 102
B>-Site: 103
B-Site: 104

Change Study
Search
Cancel

Help
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Logging on to 0C-RD6

| step |instructionsfScreenVisull [ Netes |

Select
the Study
using the

Search
Window

If your study does not use the Activity List, the
search window will display automatically.

Gertrnd! Baok DefaultBook
= AilSites

Al Patieits |

rit.

AllSEatiises

Al ires

Click OK to display all of the patientsin the
training database.
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Summary OC-RDC can only be accessed through an Internet connection, and all data
entry and data editing must be done while logged onto OC-RDC. Before
you attempt to use OC-RDC, you must do the following:

Step 1: Confirm that you have the necessary computer hardware, software,
and Internet connection.

Step 2: Adjust your screen resolution

Step 3: Download and Install Adobe Reader and RDC plugins (See
Appendix A for detailed download, installation and configuration
instructions.)

Step 4: Obtain an OC-RDC user name and password from your Westat study
representative.

Step 5: Obtain the URL (website address) for the OC-RDC website from
your Westat study representative.

Step 6: Log into OC-RDC

Review 1. What stepsare used to adjust the screen resolution of your computer?

In order to log in to the OC-RDC program what three pieces of
information are needed?

3. Can OC-RDC users have access to more than one study at atime?
4. When isthistraining course complete?

5. How will you gain access to the “live” production database?
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The OC-RDC Main Window (The Spreadsheet)

Introduction

The OC-RDC main window is composed of four main sections:
e Menu bar
e Toolbar
e Spreadsheet
e Task Tabs

The Menu bar gives you accessto al commandsin RDC. Menu options are
accessible via the mouse or through key combinations. The Toolbar gives you
access to frequently used commands and functions. Toolbar options are
accessible viathe mouse only. The RDC spreadsheet is the main location for
working with patients and CRFs. The Task Tabs allow the user to analyze data,
handle discrepancies, and approve, verify or track revisionsto patient data
while working in the Data Entry window or the RDC spreadsheset.

Lesson
Objectives

After completing this lesson, learners will be able to:
1. Describe the four primary sections of the OC-RDC Main Window

2. Explain what is represented by each row and column on the OC-RDC
Spreadsheet

3. Describe how to locate a specific CRF in the OC-RDC Main Window
Describe how to scroll the spreadsheet

5. List the three different views available within OC-RDC and explain
how they differ

6. Explain how to display unplanned CRF pages
7. ldentify the eCRF icons and describe what each means

>
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0C-RDC Learner Guie v4.5 CLassic The 0C-RDC Main Window [Spreadsheel]

New Terms The following new terms are introduced in this lesson:

- Menu bar —list of pull-down menus through which users can access
OC-RDC features and tools

- Toolbar - ligt of icons through which users can access OC-RDC
features and tools

- Spreadsheet — the main portion of the OC-RDC display. This section
is used to display patients and the associated electronic CRFs (eCRFs)
The spreadsheet display is divided into rows and columns.

- Task Tab —aportion of the OC-RDC spreadsheet that displays
information about the current sudy and allows the user to:
* Analyze and handle discrepancies
* Verify and approve eCRFs and
* Track revisionsto data
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

The OC-RDC Main Window
(The Spreadsheet)

The OC-RDC Main Window (The Spreadsheet)

After completing this lesson, students will be
able to:

Describe the four primary sections of the Main
Window

soreassneet - g onecnes | | ATtEX cOMpleting this lesson, learners will be able to:
1.

Describe the four primary sections of the Main
Window

Explain what is represented by each row and
column on the OC-RDC spreadsheet

Describe how to locate a CRF in the Main
Window

Describe how to scroll the spreadsheet

List three views available and explain how they
differ

Explain how to display unplanned CRFs

|dentify the eCRF icons and describe what each
means
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual Notes
If your study is configured to usethe Activity List it
will be displayed automatically when you start an RDC
session. The Navigation pane displays the sites and
patients available to the OC-RDC user. Itstree-like
structureis similar to the hierarchical folder
arrangement used in Microsoft Windows Explorer.
OC-RDC displays only those components to which the
user has access.

‘oPOF 1| Review 1 Active Discrepancies
-Sie: 101 Show All Data far PDF_{
Site 102 Review 1 Active Discrepancies for Site 102
> S?te 133
Change Study
_ Search |
Cancel
Help_]
You must select an initial workset to display in the
RDC Spreadsheet before the system allows you access
to the RDC Workspace.
To do this, select the site indicated on your OC-RDC
bookmark. Then, click on the Show All Datalink.
BSite’ 102 Review 1 Active Discrepancies for Site 102
Change Study
_ seach |
Cancel
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

If your study does not use the Activity List, the Search
window will display when you log on. The Search
window allows the user to specify search parameters
that will be used to query the database. The search
parameters will determine which patients will be
displayed in the Spreadsheet.

Gertrnl! Book D efault By
=All= A All Sites
All patierts All Patients

Al Visits: Specify...

All Statuses

EID T

Using the search window will be explained later in this
training. But for now, select the default parameters.

To do this, click the OK button.

After you have successfully logged on to the study and
selected your workset, the RDC Main Window will
open and display the cases you have selected.
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

The Menu bar at the top of the RDC screen
The Tool bar located just above the spreadsheet
The Spreadsheet in the middle of the RDC screen
The Task Tabs at the bottom of the RDC screen

The Main Window contains four primary sections:

(=17
Menu bar ORACI &
Toolbar
‘ \-\”-\-\U-\-\U-\
=1 I [ [ [ ) e e
Lo | o o
{|_ = |/ T (S [ (|
Sprwmea 14 {He inits) I_l I | | I% I[ ” || ” ” H H |
comall BEIT 1 S O (N Y Y N N
) | F‘E1 [ I ) (O U v o
e .. | 2000 | | | | ]
mooms | P | I | | | A N | N | S|
Aty List_| _Site 102
Sty Information
Tﬁ( Tabs Summary For # Patients Summary of CRFs Retrieved . Sumimary of CRFs in Current Tah .
— a8 sttt Pt = S
Totel [ 18) Verified [ 2] L Verified [ 2]
With active discreps E Mot approwed m With active discreps [j Mot approved ,_j‘
with trer dizereps [ 1] Aweiting re-approval [ 1) with otrer dizcreps [ | swaiting re-appraval [ 1)
. Clean [ 10! spproves [ cClean [ 8l aporaved [ .
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual Notes
The Menu bar | The Menu bar contains pull-down menus that allow the
user to access the tools and features of OC-RDC.
File Edit Inset CREF ‘“alidate Help Window
Click on each pull-down menu as your instructor
describes the options available on each menu.
File Menu | EBEESS  The File menu allows the user to launch a
wewsearch | new search, modify a search and change the
Modify Search audy
Qhan.ge Stut.I}r )
News In addition, the File menu allows the user to
E:Ef”s display the news dialog box, access system
; reports and print.
;gmh The File menu is also used to save data,
Bt refresh the spreadsheet display and to exit
the database.
Edit Menu "“"““ S8 The Edit menu can be used to cut, copy
Sapy and paste data. Users can also create
e duplicate data fields within the selected
L record (useful when working with
= repeating record groups.) The Edit menu
e also alows the user to delete a CRF.
Distrepac Users can access the field editor and
Discrepancy (manual .
| Change preferences through the Edit pull-
e coner| - down menu. Discrepancies and
Investigator comments can also be entered
using the Edit Menu.
Insert Menu | EELESEEEER The insert menu allows the user to
o insert apatient, a CRF, a visit,
e discrepancies and/or Investigator
cecionCieerepany | COMMENS to the patient record.
_!nvest\gatoroomment
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual Notes
CRF Menu | (e Notoup The CRF menu allows the user to
B navigate quickly to the next or previous
It CRF within the spreadsheet. Other
eenenw | Options on the CRF menu allow the user
Delete fow | tO iNSert or delete arow and to lock or
o | unlock a CRF (with appropriate
Tirilao permission level.)
Validate Menu | IS The Validate menu allows the user to
s cxccute validation checks for asingle
patient, an entire site or for the entire study.
Help Menu The Help menu can be used to access
RDG Help Topics RDC Help topics, access the OC I;|e|p
Help system or to see the “About RDC
Ahout ROC dialog box.
Window Menu The window menu
Cascade functions smilar to
Tile Horizantally other windows
e ericaly applications. Users can
I ™ 1 Oracle Clinical Remote Data Capture control whether
windows displays
cascade, tile horizontally or vertically. Users can also
directly select awindow to make it immediately active.
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Screen Visual Notes
The Tool bar | The Tool bar contains iconsthat allow users to access

tools for working with the electronic recordsin the

database. Other icons are used to navigate through the

database.

2 X DRI N *I % 02
m Insert Patient icon — Opens the Insert new patient
window which allows you to associate a patient
with a specific patient number. If there are
pending changes, you are prompted to save or
discard changes before the Insert New Patient
window is displayed.
& Save icon — Saves all pending changes.
X Cut icon —In the Data Entry window, moves the
contents of the datafield in focus to the
Windows clipboard.

& Copy icon - In the Data Entry window, copies the
contents of the data field in focus to the
Windows clipboard.

IO Paste icon - In the Data Entry window, copies the
contents of the Windows clipboard to the data
field in focus.

f Previous CRF - Moves focus to the previous CRF.

L Next CRF — Moves focus to the next CRF.
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Screen Visual

Notes

The Toolbar
(continued)

Investigator comment icon - Opens the Investigator
Comment window, which allows you to add a

comment relevant to the datapoint currently in focus.

Manual Discrepancy icon - Opens the Discrepancy for

= | crrF page window, which allows you to add a
discrepancy reason, message, and comment for a
specific datapoint.

? . ..
= _| RDC Help Topicsicon - Launches context-sensitive help.

The Spreadsheet

The spreadsheet, or grid, islocated in the middle of the
RDC screen. This section is used to display patients and
their associated eCRFs. The spreadsheet

display isdivided into rows and columns:

e Eachrow represents a patient.

e Each column represents a specific type
of eCRF.

e Theintersection of arow and column represents
a specific eCRF for a specific patient.

File: Edit Inset CRF Group Activities

DX DBEIhotl= ol 2

"em Oracle Clinic e O O e

Walidate Help ‘Window

Tahs SCreening
| &=
[11-18 -]
Patient ] 11 {lNo inits)
] 12 {Ho inits)
Tied
13 {Ho inits) EE
14 {Ho inits) Jﬁ
15 thie i |
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

At the top of the OC-RDC spreadsheet you will find a
Tabs selection pull-down menu. Click on the arrow to
choose how eCRFs are displayed on the spreadsheet.

RDC hasthree distinct views from which to view the
spreadsheet portion of the application. The three
views are Study, Phase and Visit.

To see Pick this View

Entire schedule on asingle, STUDY
scrollable tab page.

Visits grouped by study PHASE
phase.

CRFs grouped by patient VISIT
visit.

NOTE: Protocolsareset upintheVISIT view. The
VISIT view isthe default setting in the system. If you
would like to change the view, you must change the
view each time you use the application.
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

Scrolling for
Additional
eCRFs

In the standard screen resolution (1024 X 780), the
spreadsheet can display up to 13 columns of eCRFs. |f
there are more than 13 columns in the study database,
the user can scroll the spreadsheet left or right by:
e Dragging the scroll bar found at the bottom
of the spreadsheet screen, or

e Using the keyboard: Make sure the heading
is highlighted, use the <Tab> key to scroll
right and the <Shift+Tab> keys to scroll
left.

¢ Do not usethe left and right arrow keysto
scroll.

Scrolling for
Additional
Patients

In the standard screen resolution (1024 X 780), the
spreadsheet can display up to 8 rows of patients. By
default, the spreadsheet displays a sequential range of
patients starting with the first patient specified in your
search parameters. |If there are more than eight
patients, you can scroll the spreadsheet up or down by:

e Clicking on any Patient box and then pressing the
up or down arrows on the keyboard.

e Using the pull-down menu located at the top of the
patient list to select arange of patients.

W00 - WWO25E

WOR1 (Ho inits)

W00 (Ho inits)

Wo158 (Ho inits)

==

Practice scrolling through the patient list in the training
database as your instructor describes each method of
scrolling. Be sureto practice both scrolling methods.
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual Notes
The Task Tabs | The task tabs allow you to analyze, handle discrepancies,
approve, verify, and track revisions.
Study Infarmation r Di ” F’i@é@ T ?@?W T %ﬁ"{% T «m’f@
Summary For # Patients Summary of CRFs Retrieved Summary of CRFs in Current Tab
et = Flanned I—?'S Mot werified I—?El Flanned |—42 Mot werified |—2
L] l ~ Unplanned I_B Awaiting re-verification [_ Unplanned I— Sweaiting re-verification I—
Totel [ 73 verified [ | Totsl [ 42) verified [ |
with active discreps [ 28] rot approved [ 7] with active discreps [ 14) Mot spproved [ 42
With other discreps I— Auvating re-approval I_| With other discreps I— Ayvaiting re-approval l_\
Clean |_51\ Approved I— Clean |—28 Approved [—
There arefive Task tabs:
1. Study Information
2. Discrepancy
3. Verification
4. Approval
5. Audit Trail

Note: Task tabs are only displayed if the user has the appropriate level of permissions.
User who do not have verification or approval rights will not see those tabs.
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

The Study
Information

Task Tab

The Study Information Summary |
Task tab provides a

report of the Spreadsheet || ™™ "

data. You can access

four views of the Study ) )
Information:

1. Patient view - thisview provides information
about the currently selected patient.
I =

Stucy Information

1 it Tl
Summary For Patient Surimary Discrepancies [|CRFs CRF Status isits
Potiert fvtnzs || sctive[ 4] | Withactvedisoreps [ 2] Mot verified [ 24] | Rt [ConeMed | [28-aU5-z003
Initials ,_ Cther ﬁ With ather discreps |_4 Avwpaiting re-verification I_D Latest ,W m
Birthuizte [01-5EF-1830 | | Closed [ 148) clean [ 18] veried [ 0] | met[ [ |
sex[] age[7a)| Total[ _1e1) Total [__24] Missing pages

steisozz ) Earliest ertry [1-SEP-2004 | ot approved [ 24]

Latest entry [20-sEP o008 | | Awating re-spproval [ 1]

oot eacie o conaong 18 1 — |

CRF view — this view provides information about
the CRFsthat is open in the Spreadsheet. The
purpose of this information isto give you
feedback on CRFsthat are at least at an entry
status of "Started".

]

CRF Summary

Study Information

Summary For Audit Summary

= Patiert [i0100 Visit |Baseline

Created on [2U-Jun-2UUS 135830
CRF

Page [3 crF [Biig

(Eligibiity)

Date |06-08-2003

Doc # [Rasa0z Last modified on [16-Sep-2004 15:38:11

Status [Entry Complete |

Last transaction on [1 B-Sep-2004 15:38:11

By [F_ran Burbank
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

Study Information

3. Page view — this view provides information about

the page that is currently in focus in the
Spreadsheet. Like the Patient Summary view, this
view gives you information about the patient
selected. The Page Summary view gives you
information about the entire Page column that is
currently in focus. Note that this includes
information about patients that may be in rows
that are not currently displayed in the
Spreadsheet.

Patient Summary CRF Status

Page |9 With active discreps of

Mot verified

Stuedy Information |

Wisit [Baseline ) With olher discreps 0] B Awvating re-verification
CRF [P Exam | Clean 18] werifiedt [
(thslcal Examination) | Total ,—18:

Sttes jall Earliest entry |01-SEP-2004 | Mot approved

ol |

=118

Latest entry |13-5EP-2004 |

Latest update |17-SEP-2004

Aavating ra-approval

Approved

4. Visit View - thisview provides information about

the visit that is currently in selected on the
Spreadsheet. Thisview gives you information
about the CRF that have been selected as well as
displaying information about all of the CRF in
the currently selected visit. Notethat this
includes information about CRFsthat may be in
rowsthat are not currently displayed in the
Spreadsheet.

Sumimary For Z Patients Summary of CRFs Retrieved Summary of CRFs in Current Tab

[_18} Planned | 338) Mot verified | 413) Planned | 144)
Unplanned _21 Aveiting re-verification ) Unplanned_ _2) Awwaiting re-verification = |
Total [ 419] Verified ) Total [ 146]

With active discreps 11] Mot spproved [ 419] With active discreps 4]

with other discreps [ 102]  Awsiting re-approvsl ] with other discreps 44
clean [ 308] Zpproved ] Clean a8

Mot verified | 146)

verified [ |

Mot appraved [ 148]
awaiting re-approval [ |
Approved ]
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Screen Visual Notes
Discrepancy | The Discrepancy tab
Task Tab | provides active I HSEIGRACIES |
feedback on the

currently selected CRF. The contents of the
Discrepancy tab are entirely dependent on the absence
or presence of discrepancies in the active CRF and, if
discrepancies are present, the number and status. If the
currently active CRF does not contain a discrepancy,
either active or closed, a message is displayed in the
content area of the tab: "There are no discrepancies for
this CRF."

When the active CRF page has at least one discrepancy
associated with it, the Discrepancy tab is composed of
amain sub-tab, named "List" and additional sub-tabs
that are only present if there is a least one discrepancy
for the current CRF.

T Discrepancies

__I The Result cannot by . Use "Hot Don: !est was not completed. (MY Review e only gest resl!I( that should say "HOT M

Z‘_] The Result cannot be blank. Use ‘Hot Done’ if test was not completed. I Review: result is not blank

&ll| e Resuk cannot be blank. Use ‘Hot Done” if test was not completed. | Revizw fresutt not left blank
4_] The Result cannot be blank. Use ‘Hot Done' if test was not completed. INY Review result not left blank

i-] The Result cannot b . Use 'Not Done” if test was not completed. [firy Review: [[result not left blank

The Result cannot be blank. Use "Hot Done” if test was not completed. i N Review result not left blank
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

Verification
Task Tab

The Verification Task

tab provides Yerification |

information about the
verification status of the currently selected CRF page.
If Spreadsheet focusis not on a CRF page, the message
“Please select a CRF by clicking on acell to view
verification information” is displayed in the text area of
the tab.

If a CRF page is selected, its verification information is
displayed in the tab.

- If the page has never been verified, asingle line
inthe Task tab statesthat, for the selected
patient position, page number, and CRF
description: "Current status is "Not verified™"

- If the page has been verified (no matter what its
current verification statusis), the Task tab
provides an extensive set of datathat allows
you to track all changes made to the verification
status of the CRF page.

Approval
Task Tab

The Approval Task tab

displays the approval SHED e l

status of the currently
selected CRF and provides the mechanism to change its
approval status.

Note: In general, you must hold the role of
"Investigator" or higher in order to alter the approval
status of a CRF.
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Screen Visual Notes
Audit Trail | The Audit Trail tab : S l
Task Tab | displays changes to the :
currently active CRF. The Audit Trail tab provides
extensive information about the history of a given CRF.
It displays alist that is based on a significant date, such
as the date the CRF was created.
 Study Information 1 1 it Tef
TR T Tsrmsior 55 5 ngoates—ror s 6 [som
Changes to the selected CRF can be displayed based on
- pre-selected dates, or timepoints, that are
significant in the CRF’s history, or
- datethat you designate.
The timepoints include such events as:
- CREF creation
- approval(s)
- verification(s).
When you choose the User Defined item in the drop-
down list, the system displays atext field. Enter the
date that you wish to use asthe start point of the Audit
Trall.
The datathat isrelevant to a CRFs history is arranged
in columns that describe where, when, and what data
has changed since the date selected in Changes since
field(s).
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

Planned /
Unplanned
pages

RDC allows usersto add patient data for CRFsthat are
not part of the initial study protocol. These pages are
called “unplanned” pages. If unplanned pages are
present in the study database, they are displayed in the
Spreadsheet just like “planned” pages.

Unplanned
Page

11 (Ho inits)

o

RDC users can toggle between showing and hiding all
unplanned pages. To do this, click on the column
heading of the first column to the right of the last
column with data. This column heading functions as a
button that toggles between hiding and showing the
unplanned pages. In OC-RDC, the default isto hide
unplanned pages.

Hide/Show
Unplanned
Page Button

- Vi

Try hiding and showing the unplanned pages in the
training database.
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Screen Visual Notes

When unplanned pages are hidden, the column heading
will display “Show unplanned pages.” Clicking this
column heading will display the unplanned pages.

GO DRI 5 o 2
Tabs Screening [; ek 2

] 11 {Ho inits)

When unplanned pages are displayed, the column
heading will display “Hide Unplanned Pages.”
Clicking this column heading will hide the unplanned

pages.

File. Edit Insert CRF Gro
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Screen Visual Notes
CRE Icons The icons used to represent a CRF page provide
valuable information about the status of the CRF. The
CRF icons are used to provide information about the
CRF’s:
e DataEntry Status
e Discrepancy Status
e Verification Status
e Approval Status
ﬂ To see all of the icons used on the OC-RDC database
click on RDC Help Topics on the Help menu.
Help FiYindow
BOC Help Topics |
Help
Shout RDC
Blank
Data Entry Status Blank - The CRF page is blank.
Created - The user has clicked a data cell
and opened the data entry window.
Entry Started - The user has entered at
least one value and saved the CRF as
“Incomplete”.
Entry Complete - The user has entered
data for the page and saved the CRF as
“Complete”,
[T
—2| | Pass2 Entry Started - A second data entry
user has entered at least one value into the
eCRF and saved it.
= Pass 2 Entry Complete - The second data
entry user has entered data for the page and
saved it.
Version 09/27/2005 Main 21 of 25

© 2005 WESTAT.
This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.
It may not be reproduced or distributed without the written consent of Westat.



0C-RDC LearNER GUIDE V4.5 CLASSIC

The 0C-RDC Main Window [Spreadsheet]

Screen Visual

Notes

Batch Loaded — The eCRF was loaded
during a batch process.

Discrepancy
Status

White - There are no open or active
discrepancies on the CRF. (Note: There
may be closed discrepancies associated
with the CRF. There may also be
discrepancies not yet identified. These
discrepancies will be identified when the
CRF isvalidated.)

[ [iiud]
Red - Thereis a least one actionable

discrepancy on the CRF that is assigned to
the user a the site,

= Yellow - Thereis at least one open
=== discrepancy on the CRF, but it has been
assigned to another user for handling.

Verification Status

Verified — The eCRF has been compared
= to the source documentation and the data
has been confirmed.

E Re-verification Required — At least one

==4 data point in the verified CRF has been
modified since the CRF was verified. The
CRF must be re-verified.

Approval Status

= Approved — The CRF has been reviewed
and accepted as valid for the study.

=i Re-approval Required — At least one data
==L point in the approved CRF has been
modified since the CRF was approved.
The CRF must be re-approved.

=8| Locked - The eCRF has been protected to
prevent further data entry.
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The 0C-RDC Main Window [Spreadsheet]

Screen Visual Notes
The RDC Help menu contains an explanation of all the
eCRF icons that may appear in the OC-RDC data entry
Spreadsheet.
To access the Icon Explanation, click on the Help
Menu and select RDC Help Topics.
Help wWirdow
ROC Halp Topi
Help
| AboutRDC
The RDC Icon Explanation window will display
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Hands on Exercise: Locating a Specific eCRF

Scenario: You need to check the status of a specific eCRF for aPatient. The CRF in
guestion is for Lab-Urine Form associated with Study Visit 1.

Step Instructions/Screen Visual Instructor Notes

Begin by locating and selecting the patient 1D for
“My Sample Patient” indicated on your OC-RDC
Bookmark.

Click on the “Visit 1” tab to display the eCRF
associated with Visit 1.

If the “Lab-Urine” eCREF is not displayed, click on
the column header titled, “Show unplanned pages.”

Click on the eCRF for the Visit 1 Lab-Urine report
for the desired patient.

On what date was the specimen collected?

Had the patient fasted prior to tesing?

What was the Glucose result for the specimen?

Has this eCRF been verified?

Has this eCRF been approved?
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Summary The OC-RDC main window is composed of four main sections: the file menu,
the toolbar; the spreadsheet and the task tabs. Users must be able to navigate
around the main window in order to access, view and update individual eCRFs
and to handle discrepancies within the CRFs.

Review 1. What arethe four primary sections of the OC-RDC Main Window?

2. What is represented by the intersection of arow and a column on the
OC-RDC spreadsheet?

3. What two methods can be used to see additional rows and columns on
the spreadsheet?

4. List three Tab views available on the OC-RDC spreadsheet and explain
how they differ.

Describe how to hide and display unplanned pages in the spreadsheet.

. List the four views available on the Study I nformation Task Tab found
on the OC-RDC spreadshest.
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SEARCHING THE DATABASE

Introduction This lesson describes the two methods available to select the data necessary
for performing common tasks in the OC-RDC database:

e Activity List
e Search Window

Not all studieswill employ the activity list feature. This featureis
configurable by the system administrator.

Lesson After completing this lesson, learners will be able to do the following:

QloEEIYEE e UsetheActivity Listto

Select sites and patients;
Select a data subset;

Change studies; and

Switch to the Search Window.

e Usethe Search Window to
Select patients from the study database;
Select a data subset;
Change studies; and
Switch to the Activity List.
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New Terms The following new terms are introduced in this lesson:

Book - A set of CRFsthat are organized in the order that data entry is
expected to occur

Site — A location where study data is collected
Phase - Protocol components (e.g. pre-treatment, treatment, followup)

Vidt - Aninstance of treatment. For example, visits may consist of
physical examination and medication

Page - In RDC, page refers to the name or column number of an eCRF,
not necessarily corresponding to any physical piece of paper. A page
may be longer than a single data entry screen, but you can scroll to see
the remainder of the page. A page is usually synonymous with a CRF,
but it could be different from a CRF if the CRF isdivided into 2 or
more data entry modules

Planned Visit — An expected patient visit that is included in the study
protocol

Unplanned Visit — An instance of patient treatment that is unexpected
and not a part of the study protocol

CRF Status — Selection criteria based on indications of the data entry
progress for CRFs (e.g. blank, created, entry started, entry complete,
pass 2 started, pass 2 complete)

Discrepancy Status — Selection criteria based on the presence and type of
discrepancies found on CRFs

Background The Activity List window is a standard RDC feature used to select the task to
be accomplished during aRDC session.

When you select atask in the Activity List window, the workset necessary to
complete that task isautomatically displayed in the RDC Spreadsheet. For
example, if you select atask, "Review 23 open discrepancies in Site001", the
OC-RDC system generates a workset that includes only those CRFs that
contain the twenty-three discrepancies and their associated patients.

The Activity List window offers an intuitive method of working in RDC.
Each task is a descriptive statement that allows the user to automatically
select the data needed to perform the task.

The Activity List allows the user to navigate directly to the appropriate point
in the workflow. Essentially, the Activity List provides a meansto start
working in RDC without first having to select criteria and parameters in the
Search window.

Primary function
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It consists of:

e Alist of al of the sites to which the user has access in the current
study;

e Aligt of al patients at each site; and

o A set of tasksthat are specific to the study, a site, or a patient,
depending on which is selected.

Each task present in the Activity List corresponds to a specific set of search
criteria. When the user selects atask, the associated search criteria are loaded
into the Search window behind the scenes. The data that satisfiesthat query is
then automatically displayed in the RDC Spreadshest.

The Activity List window is an alternative to the Search window. When an
RDC session is configured to use the Activity List, users can also access the
Search window.

Because the Activity List uses the Search window to query and display a set
of data, when you select the File=>Modify Search menu command, or click
the Search button on the Activity List window, the Search window opens with
the criteriathat were defined by the last task chosen.

Alternative to
Search window

This lesson also introduces the OC-RDC search window. It details how to
specify selection parameters to be used to query the study database for
selecting patient datato be displayed. The primary purpose of the Search
Window interface isto allow the user to select and display only those data
records that match certain criteria.

The Search
window

The datathat comprise a clinical study can be extensive. The Search tool
allows the user to define a manageable amount of datato work with during an
RDC session.

The Search dialog screen allows the user to combine multiple selection
parameters to view a subset of patient datafrom the study database. Patients
can be selected based on a single parameter or multiple parameters. Once a
parameter is specified, it remains active in all subsequent searches until
cancelled.

Depending on system configuration, the Search window may be automatically
displayed by the OC-RDC system when the user initially logs into the
application. The Search window can also be opened by the user. This may
be done to initiate a new search or to modify the current search. To begin a
new search, click the Search button or select File=>New Search. To modify
the current search criteria, click the Search button or select File=>Modify
Search.
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Searching the Database

Screen Visual

Notes

1 Searching the Database

Searching the Database

Searching—Training Objectives

After completing this lesson, students

will be able to:

1. Use the Activity List to select sites and
patients;

2 Change studies;

5 Switch to the Search window; and

4 Use the Search window select sites and
patients.

After completing this lesson, learners will be able to:

1. Usethe Navigation pane to select sites and
patients;

Use the task pane to select a data subset;
Change studies;

Switch to the Search window; and

Use the Search window to select sites and
patients for display in the RDC spreadsheset.

o~ wb
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Searching the Database

Step

Instructions/Screen Visual

Notes

The Activity List

The Activity List window is displayed automatically
when you start an RDC session.

Y ou must select an initial workset to display in the RDC
Spreadsheet before the system allows you access to the
RDC Workspace.

Navigation Pane

The Navigation pane displays the sites and patients
available to the OC-RDC user. Itstree-like structure is
similar to the hierarchical folder arrangement used in
Microsoft Windows Explorer. OC-RDC displays only
those components to which the user has access.

Sy Activity LISt Cetettetete ettt e e e e e T e T e e e e e e e T
E-FDF_1 Feview 1 Active Discrepancies

B-Site: 101 Ehouw All Data for POF 1

B-Site: 102 Review 1 Active Discrepancies for Site 102

B-Site: 103

- Site: 104
_ Change Study |
. search |

Cancel |

Help |

Thethree levels that may be displayed in the Navigation
pane are:

1. Study - the highest level in the hierarchy, there can be
only one study present in the Navigation pane.

— & 1(LsT)
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Searching the Database

Step

Instructions/Screen Visual

Notes

2. Site- the intermediate level in the hierarchy, there can
be multiple Sites present in the Navigation pane,
depending on:

m the number of sitesin the study, and
m the number of sites to which the user has access

— & 1(LST)
— i 2(Mo inits)

3. Patient - the lowest level in the hierarchy, there can be
any number of Patient nodes present under each Site
node, depending on:

m the number of patients assigned to the site, and

m the number of patients to which the user has access

- 1(LST)
- & 2(Mo inits

Each level within the Navigation pane may have one of
three states:

e  Empty
e Collapsed
e Expanded

An empty datalevel cannot be expanded or collapsed
since there is no data to be shown or hidden.
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Step Instructions/Screen Visual Notes
If datais located within the data level, the plus symbol
will be displayed.
©-PDF_19
E-Site: 101
— - Site; 102
B-Site: 103
E-Site; 104

To expand the data level and display the sites or patients
in that node, click on the plus symbol.

Once the data level has been expanded and the sites or
patients displayed in the Navigation pane, the symbol will
change to aminus sign. Thisindicatesthat the data level
can be collapsed. To collapse the datalevel, click onthe
minus sign.

T-FDF_19

isne: 101
C-Site: 102
—11
—12
—13
—14
—15
—16
_1?' %
—18
—19
=20
+-Site: 103
Site: 104
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Searching the Database

Step Instructions/Screen Visual Notes

Task Pane | Thetask pane displays alist of tasksthat are associated
with the data level selected in the Navigation pane. As
the user selects different levels in the Navigation pane,

the set of tasks displayed in the Task pane changes.
WDH ........ T : = I E ‘ ............................................

:z_ JE; Q’;Titien&scna;ncies for Site 102
Change Study
Navigation | Navigation buttons located in the Task pane, allow the
Buttons | user to:

Change Studies

Search the database

Cancel thetask ligt activity

Obtain context sensitive Help for using the
Activity List function.

"% My Activity List
W Resiew 1 Active Discrepancies
-Site: 101 Show All Data for PDF 1
B Site: 102 Review 1 Active Discrepancies for Site 102
Site 103
B Site: 104

Change Study
Search
Cancel

Help

Typical Study-
Level Tasks

At the study level, userswill typically be able to sdect the
following tasks:

e Review all open discrepancies for the study
e Show al datafor the study

Typical Site-Level
Tasks

At the site level, users will typically be able to salect the
following tasks:

¢ Review all open discrepancies for the selected site
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Searching the Database

Step

Instructions/Screen Visual

Notes

e Show dl datafor the site

Patient Level

Each patient displayed in the Navigation list is
represented by a colored icon indicating the discrepancy
information associated with that patient.

Lﬁ] indicates that there are no discrepancies associated
with this patient.

indicates that there is at least one discrepancy
associated with this patient with the discrepancy status of
“Other.”

* indicates that there is at least one active discrepancy
associated with this patient. There may also be CRFs
with the status of “Other” associated with this patient.

Select a Task

The Task pane displays the list of tasks that are associated
with the currently selected level in the Navigation pane.
Asvyou select different levels in the Navigation pane, the
set of tasks displayed changes.

To enable or activate atask, click oniit in the task list.
This action closes the Activity List window, populates the
Spreadsheet with the relevant data, and prepares RDC so
that you can immediately start working on the task.

S-PDF 1 qReview1 Active Discrepancies for Site 102
B-Site: 101 Show All Data for Site 102
G-Site: 103
E-Site: 104

Each task is associated with a specific subset of data. This
relationship between atask and the set of datait refersto
is called scope.
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Searching the Database

Step

Instructions/Screen Visual

Notes

Tasks are sorted and displayed based on user role and on
the currently selected scope. Therefore, the same tasks are
displayed when you select different patients, only the data
that is loaded in the Spreadsheet differs. Similarly, the set
of tasks for different Site nodesisidentical, only the
patient datathat are loaded in the Spreadsheet differs.

S-PDF 1 Show all Data for Patient 12

isne: 101
o-Site: 102

(Mo inits)

— 1 13(Mo inits)
= 3 14(Na initg)
— 1 15(Mo inits)
— 3 16(Na inits)

- Vi

Usethe Activity List to Show all CRFs which contain a
discrepancy for the site indicated on your training
worksheet.

Changing Studies

If you have access to more than one study, the Change

Study button —=hange Study | will be displayed in the
Activity List window. If you want to open a different
study, click the button to open the Change Study window.

POF_TRAINING_1
i PDF_TRAINING_10
FDF_11 POF_TRAINING_11
PDF_12 PDF_TRAINING_12
FDF_13 PDF_TRAINING_13
PDF_14 PDF_TRAINING_14
FDF_15 PDF_TRAINING_15
FDF_16 PDF_TRAINING_16
PDF_17 PDF_TRAINING_17
FDF_18 [% POF_TRAINING_ 1
PDF_18 PDF_TRAINING_18

FDF_2 PDF_TRAINING_2 L
FDF_30 PDF_TRAINING_20
PDF_21 PDF_TRAINING_21
FDF_22 PDF_TRAINING_22
PDF_23 PDF_TRAINING_23
W ror- PDF_TRAINING_24

f'lDF 5 PDF TRAINING 25 =

Choose the new study from the list by clicking on it.

Version 09/27/2005

© 2005 WESTAT.

This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.
It may not be reproduced or distributed without the written consent of Westat.

Search 10 of 31




0C-RDC LearNeR GuidE v4.5 CLassic

Searching the Database

Step

Instructions/Screen Visual

Notes

Click the OK button.
ange Study [0

Ch

Find FRGED i

Study Mame | Title

FDF_1 POF_TRAIMING_1

FDF_10 POF_TRAINING_10

- PDF 11 FDF_TRAINING 11
FDF_TRAINING_12
FOF_TRAINING_13
FOF_TRAINING_14
POF_TRAINING_15
POF_TRAINING_186
FDF_TRAINING_17
FDF_TRAINING_18
FOF_TRAINING_19
FOF_TRAINING_2
POF_TRAINING_20
POF_TRAINING_21
FDF_TRAINING_22
FDF_TRAINING_23
FOF_TRAINING_24
POF _TRAIMING 25

The Activity List for the new study will display
automatically.

[l i

S-POF_11 Show all Data for Patient 12

E-Site: 101
E-Site: 102
w-Site: 103
E-Site: 104

Change Study
Search
Cancel

Help

Note: Only one study can be open in a session at any
time. If the user wants to open another study in the
current session, the system must first close the current
study before opening a second study. The user will be
prompted to save any pending changes prior to closing the
current study.
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Searching the Database

Step

Instructions/Screen Visual

Notes

Switch to the
Search Window

If the data subset used for atask is not sufficient or not
specific enough, the user can use the Search window to
further refine the data subset in use.

The Search window givesthe user direct access to define
search criteriathat results in aworkset with a specific set
of patient data. You can use the Search window to define
search criteriathat return aworkset as broad — all the
patient data you have accessto — or as narrow —asingle
CRF — as your task requires.

The Search
Window

- Vi

To launch the Search window, click on the Search button
located just below the patient list.

D23 (Ho inits)

D24 (Ho inits)

Search /

Study Informa

Select the Book
and the Site

Establish Search
Parameters

When the Search window opens, the default book and site
are the ones to which the user isassigned. Normally, the
study will have only one site to choose from unless datais
collected from multiple sites. If the user has access to
more than one site, the default will be “All sites.” Click
on the Site pull-down arrow and to choose another site, if
available.

Specity a Book to determing how the pages will be displayed
Specify & Site andfior range of patients to determing which patients to display
Specifty other parameters to determine wwhich CRFz to display for those patients

Default Book:

All Sites

lents Al pam

All Patients

Specify...

VistsPages Al visits and pages Bl Wisis Specify... |

The Search dialog box allows you to query the database
and select patients based on a number of different criteria
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Searching the Database

Step

Instructions/Screen Visual

Notes

including:
e Patient identifiers
e Visitsand pages
e CRF Status
e Visit and Data Entry Dates
e Specific Data matches

Book

Specify a Book to determine how the pages will be displayed
Specify & Site andfor range of patients to determine which patients to display
Specify other parameters to determine which CRFs to display for those patients

VisitsPages All visits and pages: Al Visits Specify...

Date Window  All entry and visit dates Al Dates _ Specifr.. |

|Gener\c:7EloDk Detault Book

All Sites

21l patisnts| Bl Patients Specify...

Al CRFs All Statuses

Al data Al Data

OK Cancel

1.

Click on the Specify button to open the Patients
subsearch dialog box.

Specity a Book to determing how the pages will be displayed

Specify & Site andfior range of patients to determing which patients to display

Specifty other parameters to determine wwhich CRFz to display for thoze patients

Book Generic_Book Default Book:

ste At sites

Patients Al patients] All Batients
VistsPages Al visits and pages Bl Wisis Specify... |
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Searching the Database

Step

Instructions/Screen Visual

Notes

2. The Patients Subsearch Dialog Box will open.

- —

Paticrt | EEE - o] =as
Freeze status | <Al=
Missing pages | =al=
Owerdue vists | <2l=
OK Cancel

%5 Patients Subsearch

Choose the Patient parameters to select asingle
patient or a group of consecutive patient IDs from
the database.

Patient | EETE v |- | =
Freeze status | <Al -

Searching for
Patients by ID
Number

a Toselect asingle Patient ID, click the first Patient

pull-down arrow and select the Patient ID from the
list. It isnot necessary to change the value of the
second field, even though its default value is “All.”

To select arange of Patient 1Ds, click the first
Patient pull-down arrow and select the starting
Patient ID fromthe list. Press <Tab> to move to
the next field. Click the pull down arrow and
choose the ending Patient ID from the list.
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Step Instructions/Screen Visual Notes
Use the Search window to restrict your database view
to show only the sample patient on your bookmark.
Specifying the 4. After you have specified arange of Patient IDs,

Freeze Status

you can also specify the Freeze status of the cases
to be displayed.

%5 Patients Subsearch

Mt frozen

Patient | EETE

Freeze status | <Al -

a. Selecting <All> will display all cases within
the range of Patient |Ds specified.

b. Selecting Frozen will only display those cases
within the Patient |D range where the records
are frozen.

c. Selecting Not Frozen will only display those
cases within the Patient 1D range where the
records are not frozen.

Specifying the
Missing Pages
Status

5. After you have specified arange of Patient IDs,
you can also specify that the cases to be displayed
only include (or exclude) those with missing pages.

Patient | ST
Fresze satvs
Missing pages

a.  Selecting <All> will display all cases within
the range of Patient |Ds specified regardless of
whether the case has missing pages or not.

b. Selecting With will only display those cases
within the Patient 1D range where the records
contain missing pages.

c. Selecting Without will only display those
cases within the Patient | D range where the
records do not contain missing pages.
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Searching the Database

Step Instructions/Screen Visual Notes
Specifying the 6. After you have specified arange of Patient 1Ds,
Overdue Visit you can also specify that the cases to be displayed
Status only include (or not include) those with overdue

visits.

Patiert |

a. Selecting <All> will display all cases within the
range of Patient 1Ds specified regardless of
whether the case has overdue visits or not.

b. Selecting With will only display those cases
within the Patient | D range where the records
contain overdue visits.

c. Selecting Without will only display those cases
within the Patient | D range where the records do
not contain overdue visits.

7. Click the OK button to close the Patients
Subsearch Dialog box and return to the Main
Search Dialog Screen.

Searching for
Patients by Visit
and/or Pages

8. Click on the Specify button to open the
Visits/Pages subsearch dialog box.

Specify a Book to determing how the pages will be displayed

Specify a Site andfior range of patients to determine which patients to display

Specify ather parameters to determine which CRFs to display for those patients

Book Generic_Book | Default Book

ste Al Sites

Patients Al patients| Al Patients

VisitsPages Al visits and pages Al Visits ' Specify... l
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Searching the Database

Step

Instructions/Screen Visual

Notes

9. The Visit/Page Subsearch Dialog Box will open.

Phase |

Visit | sall= |- == |

Page | == -|. | == |

Page saus

[ Show all unplanned pages 7

OK Cancel

Specifying the
Study Phase

10. Choose the Phase parameter to regtrict your view
to a particular study phase. Click the Phase pull-
down arrow and select the Study Phase from the
list.

?’z;g'-‘-'\:s:\tl'F':age Range Subseareh lele el il ielelele et el fele fe el el e T

vistt | <4l - [ <an= |
Pags | <Al w]- [ <an- |

[ Show all unplanned pages ?

Specifying the
Visit Type

11. Choose the Visit parameter to restrict your view to
a particular type of visit or arange of visit types.

Phase | <=
Vistt | =l |- [ =an- |
Page | <Al - [ <an- |
Page stetus

[ Show all unplanned pages ?
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Searching the Database

Step

Instructions/Screen Visual

Notes

a

To select asingle visit type, click thefirst Visit
pull-down arrow and select the type of visit from
the list. It is not necessary to change the value of
the second field, even though its default value is
“All”

To select arange of visit types, click the first Visit
pull-down arrow and select the starting visit type
fromthelist. Press<Tab> to move to the next
field. Click the second Visit pull-down arrow and
choose the ending visit type from the list.

Specifying the
Page Type

12.

Choose the Page parameter to restrict your view to
a particular page or arange of pages.

Page | =4 -|. | <Al=

[~ Show all unplanned pages ?

a

b.

To select asingle page, click the first Page pull
down arrow and select the page number from the
list. It isnot necessary to change the value of the
second field, even though its default value is
“All”

To select arange of pages, click the first page
pull-down arrow and select the starting page
number from the list. Press <Tab> to move to the
next field. Click the second Page pull-down arrow
and choose the ending page number from the list.
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Searching the Database

Step

Instructions/Screen Visual

Notes

Specifying the
Page Status

13. Choose the Page Status parameter to redtrict your
view to only planned or unplanned pages. Click
the Page status pull-down arrow and select either
Planned or Unplanned fromthe list.

Phase | =All=

Visit | =l 4 |
Page | =4= -|, | % |
Page stetus

[ Show all unplanned pages 7

Note: When you choose “Unplanned” in the Page status
drop-down list, the “Show all unplanned pages?”
checkbox will automatically be selected.

14. Select the “Show all unplanned pages?” checkbox
if you want all unplanned pages to automatically
be displayed on the spreadsheet without having to
use the “Show/Hide Unplanned Pages” button.

Note: If you click this checkbox, and the “Page status”
parameter is set to show only planned pages awarning
message window will be displayed indicating that these
two parameters are incompatible.

15. Click the OK button to close the Visits/Pages
Subsearch Dialog box and return to the Main

Search Dialog Screen.
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Searching the Database

Step Instructions/Screen Visual

Notes

Searching for

16. Click on the Specify button to open the CRF

Patients by Status subsearch dialog box.
CRF Status
Specify a Book to determine how the pages will be displayed
Specify & Site andfor range of patients to determine which patients to display
Specify other parameters to determine which CRFs to display for those patients
Book Generic_Book Defau_lt E_uuk
ste AN Sites
Patierts 2l patients| Al Batients Specify...
Visits/Pages All visits and pages Al Vistte Specify... A
CRF Status All CRF= AllStatuses
Date Window &)l entry snd visit dates Alll0ates Specify... |
Data A1l deta Aot Specify... |
OK Cancel
17. The CRF Subsearch Dialog Box will open.

L e

Status Subsearch Dialog Box

CRF Status | 22l

Dizcrepancy status | =480=

Yerification status | <A1l

Approval status | =81=

Lock status | ==

=)
-
)
v
OK Cancel
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Searching the Database

Step Instructions/Screen Visual

Notes

Specifying the 18. Choose the CRF Status parameter to restrict your

CRF Status view to CRFsin various stages of data entry (see
list below). Click the CRF Status pull-down
arrow and select from the list.

EE———oe
%en CRF Status Subsearch [0 S Dok
Crested

Entry Started
Entry Complete
Pazs 2 Started
Pazs 2 Complete
°} Eritry or Pass 2 Complete [+

CRF Status | 24l

Dizcrepancy status 1 <&

Verification status | <all- -
Approval status | <Al |
Lock status | <Al =

0K Cancel

Specifying the 19. Choose the Discrepancy status parameter to

Discrepancy restrict your view to CRFswith a particular
Status discrepancy status (see list below). Click the
Discrepancy status pull-down arrow and select
from the list.

Without discrepancies

With actionable discrepancies

With other dizcrepancies

With actionable or other dizcrepancies
With closed discrepancies

%5 CRF Status Subsearch [l il

CRF Status | <Aii- ~] /
Dizcrepancy status | =4= v|
Verification status | <Al ~]
Approval status | =4= -|
Lock status | <a1= -]
- x| __ cancel |
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Step Instructions/Screen Visual Notes

Use the Search window to restrict your database view
to those CRFs for your patient which contain

actionable discrepancies.

Specifying the 20. Choose the Verifcation status parameter to restrict
Verification Status your view to CRFs with particular types of
verification status (see list below). Click the
Discrepancy status pull-down arrow and select

fromthelist.
EE

Mat werified

“erified

Awvaiting re-verification
“erification undone

%1 CRF Status Subsearch

CRF Status | 22l -] “
Discrepancy statusi =4l= -
Verification status | =all- v(
Approval status | 2ol ~|
Lock stetus | =All= -
OK Cancel
Version 09/27/2005 Search 22 of 31
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Step Instructions/Screen Visual Notes
Specifying the 21. Choose the Approval status parameter to restrict

Approval Status

your view to CRFs in various states of approval
(seelist below). Click the Approval status pull-
down arrow and select from the list.

% CRF Status Subsearch (00000000 BT gt
Approved

Awvaiting re-approval
Approval undone

CRF Status | 24l

Dizcrepancy status 1 <&

Verification status | <Al

Approval status 1 <& ll=

Lock status | <Al =
0K Cancel

Specifying the
Lock Status

22. Choose the Lock status parameter to restrict your
view to CRFsthat are either locked or unlocked.
Click the Lock status pull-down arrow and select

fromthe list.
"en CRF Status Subsearch
o
Locked
CRF Status | =&l =| | Unlocked
Dizcrepancy status | <& vl
Verification status | <Al -
Approval status | <& vl
Lock status | <all- -
OK Cancel
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Searching the Database

Step

Instructions/Screen Visual

Notes

23. Click the OK button to close the CRF Status
Subsearch Dialog box and returnto the Main
Search Dialog Screen.

Searching for
Patients

by Date

24. Click on the Specify button to open the Date
subsearch dialog box.

Specify a Book to determine how the pages will be displayed
Specify a Site andfor range of patients to determine which patients to display
Specify other parameters to determine which CRFs to display for those patients
Book Generic_Book Default Book
ste an sites
Patierts Al patients| Al Patients Specify... |
Visits/Pages Al visits and pages All Wisits Specify...
CRF Status All CRF= All Statuses: Specify... A
Date Window Al entry and vist dates Al Dates
Data Al dat AiliData Specify...
OK Cancel

25. The CRF/Visit Dates Subsearch Dialog Box will
open.

Date Window Subsearch Dialog Box

Where JCRFS - | |were created -

|On0rafter v| | Vl

Wizt date from

OK Cancel
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Searching the Database

Step

Instructions/Screen Visual

Notes

26. To search using dates, click on the pull-down
arrows and select from each list as indicated
below.

were crested

Discrepancies were modified

weere created or modified

CRF s or Discrepanciss

*z_g CRFEMisit Dates 3 = 1] e e M S M S

wWhere ]CRFS - | |were crested - |

31-u-2001 |~
[on or atter -] | | =] z0.u20m
29-Jul-2001
28-Ju1-2001
27-Jul-2001
26-Jul-2001
25-Ju1-2001

Wisit date from

04-19-2002|
04-22-2002|
04-23-2002|
04-24-2002
04-26-2002
05-01-2002 |
05-31-2002 |+

on
Onor after
Bletween

Cancel |

27. Click the OK button to close the CRF/Visit Date
Subsearch Dialog box and return to the Main
Search Dialog Screen.

Use the Search window to restrict your database view
to those CRFs entered within the past two days.
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Searching the Database

Step

Instructions/Screen Visual

Notes

Searching for
Patients
by Data

28. Click on the Specify button to open the Data
subsearch dialog box.

Book

Site

Patierts

VisitzPages

CRF Status

Diate Whinclonme

Data

Specify a Book to determine how the pages will be displayed
Specify & Site andfor range of patients to determine which patients to display
Specify other parameters to determine which CRFs to display for those patients

|GEI‘IEHC_BUDK

2l patients|

All visits and pages

All CRFs

All entry and vistt dates

Al data

OK

Default Book
All Sites
All Patients: Specify...

Al Yisits Specify...

Al Statuses Specify... |
All Dates Specify... d
Aot | Specify... |

Cancel

29. The Data Subsearch Dialog Box will open.

Data Subsearch Dialog Box

oRF | 2AlE

Where |

Document numker | =ALL=

Leb withiwithout subset | <=

QAualifying value | =All=

Comment type ] =All=

Comment text |

OK

Cancel
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Searching the Database

Step

Instructions/Screen Visual

Notes

30. To search using the data subsearch, click onthe
pull-down arrows and select from each list as
indicated below.

Data Subsearch Dialog Box

Section | =Alk= -

Vihere | | | v? | fLike
Mot like
Hull
l J = | rit hull| |
and Document number W

) [
Gty e

R100002

Comment type | =8l - e
Comment texd R100202
R100402
R100G02

0K Cancel R100902 -
CRF commert
Discrepancy text
Dizcrepancy comments
Investigator comment
“erification comment
Approval commernt

-

31. Click the OK button to close the Data Subsearch

Dialog box and return to the Main Search Dialog
Screen.

32. After you have specified the search parameters,
click the OK button on the Main Search screen to
execute the search.

Note: All specified search parameters will be applied
when the search is executed. To ensure accuracy of each
search, be certain that all subsearch screens are cleared
before running subsequent searches.

==

Use the Search window to return your database view to

those CRFs for vour patient which contain actionable
discrepancies.
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Searching the Database

Step Instructions/Screen Visual

Notes

Build a Custom- | It ispossible to view a custom-selected (non-sequential)
Selected Patient | list of patients on the OC-RDC spreadsheet. This can be

List | useful when you need to refer to several patient records
quickly.

To build a custom-selected Patient List:

Use the Search window to isolate the the first patient you
wish to include in your list. (Refer to the Data Entry
lesson for detailed instructions.)

(R OXDOBRIG P o2

5 {Ho inits)

After you have the single patient displayed in the
spreadshest, click on the next available (blank) patient in
the spreadshest.

From the Insert menu, select the next patient ID you wish
to include in the spreadsheet display.

o |

1 (Mo inits) = [
2 (Moints) =
|| 3 (Mo inits)

Click the OK button to add the patient ID to the list.
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Searching the Database

Step Instructions/Screen Visual

Notes

Continue building the custom-selected patient list by
selecting the next blank row on the spreadsheet and Insert
another patient from the list.

5 (Ho infts)

T (Ho inits)

18

Y ou can continue until all eight patient rowsin the
Spreadsheet display are filled.

Note: Even though the OC-RDC spreadsheet will allow
the user to build a customselected patient list, the patient
IDs must be chosen in sequential order. If the user
chooses a patient ID to add to the display that is lower the
the bottom patient 1D already in the list, the new patient
ID will be added to the display but the higher numbered
patient ID will be removed from the display list.

Here’s an example:

The existing patient list includes the following patient
IDs:

5 (Ho inits)

T {Ho inits) ‘

|
| |
|
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Searching the Database

Step

Instructions/Screen Visual

Notes

The user wishes to add patient ID 12 to the display.

After attempting to add the new patient ID to the display,
the patient list will look like this:

(B XDAIH % ol ?

5 {Ho inits)

T {(Ho inits)

12 (o inits)}

I TR

Note: Patient ID 18 has disappeared from the patient list.

To add it back to the display, the user must click in a
blank row in the patient list and add the patient 1D back
into the display list.

B OXKDBRIO S o2

*n Oracle Clinical Remote Data Capture [0l

Tabs Bazeline ld*ﬁ;@

Baseline W Baseline

5 (Ho inits)

T (Ho inits)

12 {Ho inits)

18]
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Summary The OC-RDC Activity List window is a standard RDC feature used to
select the task to be accomplished during a RDC session.

When you select atask in the Activity List window, the workset
necessary to complete that task is automatically displayed in the RDC
Spreadsheet. For example, if you select atask, "Review 23 open
discrepancies in Site001", the OC-RDC system generates a workset that
includes only those CRFs that contain the twenty-three discrepancies
and their associated patients.

The Activity List window offers an intuitive method of working in
RDC. Each task is a descriptive statement that allows the user to
automatically select the data needed to perform the task.

The OC-RDC search window can also be used to select parameters to
guery the study database for selecting patient datato be displayed. The
Search window allows the user to define a manageable amount of data
to work with during an RDC session. The primary purpose of the
Search window interface isto allow the user to select and display only
those data records that match certain criteria

The Search dialog screen allows the user to combine multiple selection
parameters to view a subset of patient data from the study database.
Patients can be selected based on a single parameter or multiple
parameters. Once a parameter is specified, it remains active in all
subsequent searches until cancelled.

Review 1. Describe the process used to begin entering data into a sudy
database using the Activity List.

How can you access the Search window from the Activity List?
3. Which subsearch screen would you use to locate sudy datafrom a
range of patient 1Ds?

4. Which subsearch screen would you use to locate al CRFs modified
after a particular date?

5. Which subsearch screen would you use to see all CRFsthat contain
unplanned pages?

6. Which subsearch screen would you use to select all CRFs
containing discrepancies that are awaiting verification?
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Data Entry

Basic data entry in OC-RDC is accomplished using the RDC spreadsheet and the
Data Entry screen. Each CRF has a unigue data screen designed to collect all of
the essential data found on the paper Case Report Form. When a user clikson
an existing eCRF in the RDC spreadsheet, the Data Entry screen for that eCRF
opens automatically. Clicking on ablank cell in the RDC spreadsheet
automatically creates a new eCRF and opens the Data Entry screen for that eCRF.
Initial data entry begins with completing the required header information in the
eCRF. After the header information the remaining data fields can be completed
and saved to the study database.

Introduction

Lesson | After completing this lesson, learners will be able to:
Objectives - Explain how to insert a new patient record into the study database.
- Describe how to locate and enter data for a specific eCRF for a patient.
- Describe the three ways to enter a visit date.
- Describe how to move through the eCRF.
- Describe how to save data entered into an eCRF.
- Explain the difference between explicit and implicit saves.

The following new terms are introduced in this lesson:
- Mandatory Field Discrepancy — A required datafield was left blank

- Field Length Discrepancy — The text or value entered into the data field
exceeds the number of spaces expected

- Precision Discrepancy — The numerical value entered contained more
decimal places than is required by the eCRF

- Data Type Discrepancy — The data type entered does not match the
expected datatype (e.g., numeric vs. character, numeric vs. date, etc.)

- Upper and Lower Bounds Discrepancy — The value entered falls outside
of the expected value range

- Discrete Value Group (DVG) Discrepancy - The value entered isnot in
the specified List of Values

- Discrete Value Group Subset Discrepancy - The value entered isin the
base DV G, but not in DV G subset

- Partial Date Discrepancy - The date entered was not complete
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CLASSIC Data Entry

Screen Visual

Notes

! Data Entry

Data Entry

Data Entry — Training Objectives

After completing this lesson, students will be able to;

= Explain how to insert a new patient record into the
study database.

+ Describe how to locate and enter data for a specific
€CRF for a patient.

+ Describe how to move through an eCRF.

= Cor ite discrepandies during data entry.

= Describe how to save data entered into an eCRF.

+ Explain the difference between explicit and implicit
saves.

After completing this lesson, learners will be able to:

- Explain how to insert anew patient record into
the study database.

- Describe how to locate and enter datafor a
specific eCRF for a patient.

- Describe the three ways to enter avisit date.

- Describe how to move through the eCRF.

- Correct univariate discrepancies during data
entry

- Describe how to save data entered into an eCRF.

- Explain the difference between explicit and
implicit saves.

4 RDC Roles

e Task

Study Coordinator |Dat ion, ntry a
(s9) ata Management

Site Monitor

Westat

Access and permissions within RDC are determined
based on your role in the project.

Study Coordinatorstypically are responsible for data
collection, data entry and some data management tasks.

Site M onitorstypically are responsible for site
monitoring, data verification and manual discrepancy
management.

Westat Data M anager stypically are responsible for
discrepancy resolution and other data management
tasks.

Roles: Data Collection
A,

=
= Business as usual

* Hardcopies are currently required

* Hardcopies may always be needed?

When it comes to data collection tasks, using RDC is
“business as usual.” There are few if any changes to
your standard data collection procedures. Hardcopies of
CRFs and other documentation must still be maintained.
In fact, hard copies of all documentation may always be
required to be onfile.
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= Anyone with RDC access
rights may enter data
= Data are entered from
the CRF to the eCRF
= Data are stored at Westat, but viewable on
your screen via the Internet

Anyone with access to RDC will be granted rightsto
conduct data entry. During data entry, required
information from the CRF will be entered into the eCRF
in RDC. The data captured in OC-RDC is stored at
Westat, but is viewable on your screen viathe Internet.

Roles: Data Management

= More control over your own data
= Ability to correct and/or modify your data
= Data validations

Advantages of RDC include:

e More control over your site data
e Theability to correct and modify your data

e The ability to perform data validations from
your site

[ aton [ sens ] woes ]

Data Entry for a
New Patient

Before entering data for a new patient, you must
initialize that patient’s record in the database
spreadsheet. Only Patient IDsthat have been activated
in the database by Westat can be initiated in OC-RDC.

Users cannot create patient IDsin OC-RDC. Westat
will provide your site with alist of activated | Ds before
the start of the study. If you attempt to enter datafor a
new patient and are not able to find the patient 1D in the
database, first confirm that the Patient ID isvalid. If it
is, contact your Westat study representative to resolve
the problem.

Insert a Patient
Record

There are three waysto Insert a new patient record:
1. Direct Entry into the Patients List
2. Usethelnsert Petient Icon

3. Accessthe Insert Patient function from the Insert
pull-down menu.
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To add anew patient directly to the patient list:

Direct Entry into | 1. Scroll down until you come to the first empty
the Patient List Patient box in the Patient ID column. Click inthe
empty box.

T4 (Ho inits)

T15 (Ho inits)

il

T16 (Ho inits)

TIT (Ho inits)

—

2. The Insert new patient dialog box will open. Click
on the down arrow. Patient IDs that are currently
available for this study will be displayed in the pull-
down list. Choose a patient number from the pull-
down menu.

T21 (Mo init=) | ]] 4%

3. Click the OK button__ 9] to add the new
patient number to the patient list.
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To add anew patient using the Insert Patient Button:

Use the Insert 1. Click on the Insert Patient button on the toolbar
Patient Icon ﬁ

2. The Insert new patient dialog box will open.
Click on the down arrow and choose a patient
number from the pull-down menu

3. Click the OK button to add the new
patient number to the patient list.

To add anew patient using the Insert menu:

Insert a Patient 1. Onthe Insert menu, select Patient.
from the Insert
Pull-down Menu. Eile Edit Insert CRFE Walidate

CRF
Wisit
Cliscrepancy (manualy
Section Discrepancy: @
11-22 | |nvestiaton Gomrent §

| 11 {Ho inits)

Tabs| Visit
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2. The Insert new patient dialog box will open.
Click on the down arrow and choose a patient
number from the pull-down menu.

3. Click the OK button to add the new
patient number to the patient list.

The new Patient ID will appear in the Patient box and
empty cells will appear on the Patient’s row.

| T14 (Ho inits)
| T15 (Ho inits)
| T16 {Ho inits)

T17T (Ho inits)

H

Practice inserting a new patient using any of the
methods shown above. Refer to your OC-RDC

bookmark training case #1.
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Data Entry | Remember, each column in the spreadsheet represents a
on an eCRF | type of eCRF. An abbreviated title for the eCRF is
shown in the column header. Rows in the spreadsheet
represent patients. A cell in the spreadsheet representsa
specific eCRF for a specific patient.

At the beginning of the study, all cellsinthe
Spreadsheet are empty. White cells are available for
data entry.

File Edit Ingsert CRF “alidate Help Window

B OXKDBRIO* % o 2

g e

g8 Oracle Clinical Remote Data Capture -0l e e e e e e

Tabs Baseline ]

Type of
eCRF

1 {Ho inits)

Patient |y | . | |

Isolate Your | Note: All specified search parameters are applied each

Patient in the | time a search is executed. To ensure accuracy of each

OC-RDC | search, be certain that all subsearch screens are cleared
Spreadsheet | before running a new search.

Launch the Search window, by clicking on the Search
button located just below the patient list.

D23 (Ho inits) ‘

D24 (Ho inits)

Search /

=

Study Informe
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1. Click on the Specify button to open the Patients
subsearch dialog box.

Specity a Book to determing how the pages will be displayed

Specity a Ste andior range of patients to determine which patients to display

Specity other parameters to determine swhich CRFs to display for thozse patients:

Book !Generic_ElUUk ] Default Book j

ste Al sites /
Patients Al patients| Al Batients | Specify... |
Visitz/Pages &l visits and pages Al Vigits Specify... |

o8 Patients

2. The Patients Subsearch Dialog Box will open.

Patient |m [ )| ==

OK

Cancel

]

3. Choose the newly-inserted patient ID from the
first pull-down list. =

[111 uonitsy [
ET1 2 (Moints) |
ET1 3 [Ma inits)

ET1 4 (Mo inits)

ET1 5 [Na initz)

ET1 B (Ma inits)

ET 7 (Mo inits
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Action

Steps

Notes

4. Check to ensurethat the second pull-down list
gpecifies <All>.

e Patients Subsearch

Fetient [ T18 w |- Al
Freeze status | <Al -

5. Click the OK button to close the Patients
Subsearch Dialog box and return to the Main
Search Dialog Screen.

Patiert |T18) o[ <t

Mhssing pages
Overke vt

S

Note: All other search parameters in the Patient
subsearch window should specify <All>.

6. After you have specified the Patient subsearch
parameters, click the OK button on the Main
Search screen to execute the search.

Sp yed

e 7 patier joh patients to display

Specify other parameters to determine which CRFs o display for those patierts

ok e R

Stts wiestat - All Sites

Patients Al patients] AllPstients Specify...

VistsPages Al visits and pages Biisie Specify...

CRF Status  AICRFs BilGiatses Specify...

DaieWindaw  Allentry and vist dates BT Dates. Specify...

Data Alldata AilData Specify...
—
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7. The Main Spreadsheet will automatically redraw
to show only the single patient you selected.

File Edit Insert CRF walidate Help Wy

Note: Isolating a single patient on the Spreadsheset
display will help you avoid accidentally modifing any
existing patients in the study database.

ﬂ Practice isolating the new patient you just added using
the Patient subsearch window.

Opening a | To begin data entry, locate the study visit that contains
Data Entry | the CRF that you want to enter by clicking on the tabs at
Form | thetop of the data entry spreadsheet.

Click theemptyce” File Edit Insept CRF “alidate H

a theintersectionof [ o | /o ; 4
et o (BIGX D@ [

e Thooyam et o] Beseke
initializes and opens Basetine
the dataentry form. K

A created record icon
appearsin the T18
spreadsheet cell as
shown below.
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The eCRF data entry form will open.

- Vi

Open a new registration form for data entry by clicking the intersection of the row
representing the new patient you just inserted and the column representing the

registration eCRF.

eCRF Data
Entry

Begin data entry by entering or changing values in
the header at the top of the data entry window.
Patient T18 Page 1 (REG for Baseline)

. Wisit Date | [ Blark [ Comment |

Entering a Date
into the eCRF

To enter the CRF date, click inthe Visit Date field and
type the date you want to assign to the CRF.

Patient T18 Page 1 (REG T

Date Formatting
in RDC

Dates can be formatted in RDC in one of four ways.
The selected date format effects the way dates are
displayed on the screen and the format that must be
followed when dates are entered into the system.

Name Format Example M eaning

us MM-DD-YYYY 12-01-02 December 1, 2002
European DD-MM-YYYY 12-01-02 12 January, 2002
Swedish YYYY-MM-DD 12-01-02 2012, January 2
Standard DD-Mon-YYYY 12-Jan-02 12 January, 2002
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The RDC system administrator setsthe date format for all studies within the database.

The default setting isthe US date format.

NOTE: When entering dates in RDC, you can use:
e Hyphens (12-15-04);
e Slashes (12/15/04); or
o Blank spaces between numbers (12 15 04)

Y ou can also use shortcuts to enter the date:
e Type T to enter Today’s Date
e Type Y to enter Yesterday’s Date
e Typel torecall the Last Date Entered.

Note: You are able to backdate the eCRF in OC-RDC.
However, doing so may produce a discrepancy.

Y ou can also choose the date by clicking on the ellipsis
(...) button. _

Patient T18 Page 1 (REG fi
“isit Date ]l I::: I

A box appears with alist of dates from which you can
choose. These dates include previously entered Visit
Dates, Today’s date and Yesterday’s date.

Taday (07-16-2002)
Yesterday (07-15-2002)
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Action

Steps

Notes

Creating a
Blank eCRF

If you want to indicate that you are creating a CRF
with no data, click in the check box labeled Blank.

| Patient T18 Page 1 (REG for Baseline)

| Wisit Date [oa-12-2005 | Blark [ Comment |

If the Blank checkbox is selected, you will not be able
to enter data into the CRF fields. This feature should
only be used if you have study-specific instructions to
do so. For example, your sudy manager might want
you to do this for every “expected” CRF that was not
collected in order to confirm that you know the CRF is
not available.

Using the
Comment Field

The Comment field can be used to send a noteto
data management regarding this form.

| Patient T18 Page 1 (REG for Baseline)
. Wisit Date [ Bllank I Comment I

To enter acomment, click in the Comment field and
type your message.

- Vi

Practice entering a date into the PDF-based eCRF by entering the Visit date asindicated

on the Registration Form found in Training Case #1.

Navigating
the eCRF

Keyboard shortcuts can also be used to move through
the fields found on the eCRF.

To move to the next field, press <Tab> or <Enter>.
Press <Shift+Tab> to move back afield.

Press <Page Down> to advance to the next field after a
repeating group.
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Action

Steps

Notes

If the field displays an ellipsis (...) button, click on the
button to view a List of Values (Discrete Value Group)
available for that field.

Display S - Dwvg Yalue Description

E FORMAL PO AL
ABNORMAL ABRRORMAL
MHOT DOMNE MOT DOMNE

To select fromalList of Values, use the Up or Down
arrow keysto highlight the value you wish to enter and
click the OK button. You can also double-click on the
value to select fromthe list.

Note: Using the Discrete Value Group to select field
values can save considerable data entry time.

Entering Data
for Repeating
Record Groups

eCRFs often use repeating record groupsto control the
dataentry process. A repeating record group is a set of
guestions with predetermined outcomes.

In this example, the predetermined responses are
Normal, Abnormal or Not Examined.

Patient T18 Page 4 {PE for Visit 1) Page 1 of 1. ¥

Wizit Date |01-24-2005 Blank [ Commert |

Body SvstemiSite Mormalf&bnormalMot Examined (Required if Abnormal)

le

BPPEARANCE

SKIN

|H:ErEmuT

CHEST

LUNSS

BREASTS

| |
| |
| |
THYROID | |
| |
| |
| |
| |

HEART

4 |

Entering data into arepeating record group such as this
can be done in three ways:

¢ Type your response (in the case of simple
responses such as Y es/No you only need to type
thefirst letter. Inthiscase, users must enter a
least the first three letters of the chosen

response.)
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e Click intheresponsefield to display the ellipsis
button. After clicking the ellipsis, a discrete
value ligt will display showing the available
options for the field. Click on the datavaluein
thelist to select it.

e After completing the first field, move to the next
field by pressing the down arrow. Press F3 to
enter the same value entered in the field above.

Navigating | Press <Tab> or <Enter> to move to the next field.
through a
Repeating
Record Group

After completing data entry in the Repeating Record
Group, press <Page Down> to advance to the next
guestion or scroll down and click in the next field.

NOTE: At the end of the repeating groups, if you press
<Tab> or <Enter> awarning message will display.

g the Maximum # of Expected Repeats has been I
ed

Click on the OK button.

The system will automatically add a new blank row to
the repeating record group. To eiminate the blank row
and continue data entry, select Delete Row from the
CRF pull-down menu.

CRF [Walidat

FPrevious
et

Llnzet o

Delete Row

Lock
Linlock
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click in

To continue with data entry, press <Page Down> or

the next field.

Correcting | With OC-RDC, the user can correct data entry errors
Univariate | before they are saved. Asyou enter data, the system
Discrepancies | automatically conducts a univariate validation check on

each field that you enter. A Univariate Validation
Failure box with a discrepancy message will appear on
your screen when:

Aninvalid data
value is entered e —
A value that is

outside the Comments

expected range ~ =

isentered
Required data

fields are left

blank.

|

Types of univariate discrepancies include:

M andatory

A required data was left blank.

Field Length

The text or value exceeds the
number of spaces that allowed.

Precision

A number was entered with
more decimal places than
required

for thefield .

Data Type

The datatype is not appropriate
for thefield (e.g., numeric data
entered into afield calling for
text, dates entered into a field
calling for numeric data)

Upper
L ower

and The data entered falls outside
Bounds | of the expected value range.

DVG

The value entered isnot in the
List of Values (Discrete Value
Group).

DVG Subset

The value entered is in the base
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Discrepancies
While Performing

message that is provided.

Data Entry
I n thls | | Univariste Failure Reason:]l.ENGTI—I—
exarnpl e; the MEsSRGE v qlue of 1000 for Tempersture excesds expected
temperature Z g
value supplied o]
exceeds the
expected =] 4
number of ok | cancat]
digits. This Status:
creates a Action: | =
univariate PSR AGRENENEE
d| xrq)ancy Resolution Cude:
Resolution Comment: é

0C-RDC LearNER GUIDE v4.5 CLASSIC CLASSIC Dala Entry
Action Steps Notes
| Partial Date | Thefull datewas not entered. |
Correcting | STEP 1: When aUnivariate Validation Failure dialog
Univariate | box appears, first review the type of failure and the

NOTE: Check the CRF or other source documentation
to verify that the data entered into the eCRF matches the
written document. If incorrect datawas entered into the
eCRF or if a mandatory field was skipped, the error can
be corrected before the eCRF is saved.

STEP 2: If you can correct the failure immediately
(e.g., you mistyped the response), click the Cancel
button to return to the data entry screen.

STEP 3: Enter the correct value into the field and
continue with data entry.
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STEP 4: If the data entered into the eCRF is the actual
value recorded on source documentation, or if you do
not have the information s
for arequired field, enter | sesersermenioe
abrief explanation in the Q- TS e e
“Comments” field and =

click the OK button. e

The comment becomes

part of the study’s R e
audit trail. e

Review Status:  UNREVIEWED

Resolution Code;

Resolution Commert 2

After the univariate discrepancy has been saved, the
system will shade discrepant fields in yellow.

I Paticnt X1098 Page 4 (Phy Fx for Visit 1) Page 1 of 1.

isit Date [01-05-2003 Blark [~ Commert [
=

wizight I35 FOLNDS Height ]1 an ]INCHES =

Temperature 180 ;l"_‘ Blood Pressure

Respiration Rate 11 ] Systolic i?D mm Hg.

Pulse 11 a Diastolic 200 mm Hg

Hot DoneMormali

Body parts Apnormal Comments:

al 77707 ] T |

When data entry for an eCRF is complete, but there is at
least one discrepancy in the eCRF, the OC-RDC system
displaysthe formiconinred.

o-Te Clinical R

T13 {Ho inits)
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Action Steps

Notes

Saving eCRF | After you have completed data entry for the eCRF, you
Data | should save the data before continuing. To save the
data

¢ Click onthe File menu, then File | Edit Inse
select Save on the pull-down New Search

mModify Search
menu, Or Change Study

Mews
Reports
Erint

Save

Refresh

Exit

e Click the Saveicon @
e Pressthe <F10) key; or

e |f your study has been set to the automatically
progress to the next CRF, press <TAB>
Oor<ENTER> &fter the last entry.

on the toolbar ;

The system saves the entrles to the database and a
“completed CRF” icon _,, appears in that cdll,

(Assuming the eCRF does not contain any
discrepancies.)

NOTE: Saving data using the <F10> key, the Save
icon or the File-Save menu option works differently
depending upon whether or not your OC-RDC is
configured to automatically progress to the next eCRF.

Y ou should only use these Save options if you know
your study’s data entry setup. Some studies are set up
so that when you SAVE the data, the system assumes
you have completed the form. Inthiscase, OC-RDC
closes the data entry window and automatically
advances to the next form and opens a new data entry
window. Once this happens, any additional data for that
saved eCRF form must be entered as a correction.
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Action

Steps

Notes

If your study requires you to manually close the data
entry window and open the next one (automatic form
progression isturned off), you will be ableto SAVE
data and continue the data entry process for the eCRF.

If your study is set to automatically advance to the next
eCRF when you complete one eCRF, the system will
automatically open the next eCRF as a blank form. In
this situation, you may either enter data for the new
form, or you can bypass the new form by choosing one
of three options:

¢ Finish the data entry session by clicking the
Cancel button.

e Skip this page by clicking the
Next Page icon on the toolbar

i

e Mark the page as blank by clicking in the Blank
box

I Patient X1000 Page 3 (Med Hx for Baseline) Page * of 1, Repeat 1 of 6.

Wisit Date (04-15-2004 Blank [ Comment |

NOTE: You will also be prompted with a confirmation window when you select the

Blank checkbox in the CRF header.
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Action Steps

Notes

Explicit vs. | Explicit Saves
Implicit Saves
Explicit saves require a user response before any
pending data changes are saved. Inthese situations the
OC-RDC system will display a confirmation window
requiring the user to confirm that the data changes areto
be saved.

Explicit saves are performed when the user:

e Clicks on the “X” in the upper right-hand corner of
the Data Entry window to close the window;

e Clicks on the “X” in the upper right-hand corner of
the Main Application window;

e Clicks on the Exit button on the Toolbar.

NOTE: When the confirmation dialog box displays,
you must answer “Yes”, or your data will be lost!

Implicit Saves
The OC-RDC system automatically saves pending
changes to eCRF data in the following situations:

e After initial date entry — press the <Enter> or <Tab>
key when the focusisin the last response field in
the last CRF section (all required header data must
be entered).

e After dataupdate - click on the Save button in the
Audit Information window.

¢ When opening the Search window, in either New or
Modify Search mode.

¢ When changes are made to the page grouping tab.
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The OC-RDC system also saves pending data changes
automatically in the following situations:

e When anew patient is inserted.

¢ When the validate menu is used to validate the
page, patient, site of study.

e When an eCRF is approved or verified.

e When the user clicks the Show/Hide Unplanned
Pages button on the spreadsheet.

¢ \When the user clicks another eCRF icon.
¢ \When the user clicks another eCRF section tab.

e When the user selects another patient from the
List of Current Patients.

In these situations, the OC-RDC system will not display
a confirmation window. The pending changes will be
automatically saved.
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Exercise 5-1:
Scenario:

Input Data into an eCRF
Y ou have been tasked with data entry for a new CRF.

Step Instructions/Screen Visual

Notes

Use the Sample CRFs found in Training Case 1
provided to you by your instructor, perform the
following tasks:

Insert anew patient into the RDC study database.

Enter the data for this patient from the baseline CRF
into the RDC study spreadshest.

* Enter Information from the Registration Form

=  Enter Information from the Randomization Form

* Enter Information from the Baseline Symptoms
Form

Enter the data for this patient from the Visit 1 CRF
into the RDC study spreadshest.

* Enter Information from the Physical Exam Form

* Enter Information from the Clinical Laboratory
Data Hematology Form

Enter the data for this patient from Visit 2 into the
RDC study spreadshest.

* Enter Information from the Compliance Form

Enter the data for this patient from Concomitant
Medications into the RDC study spreadshest.

Note: Do not enter data from the
Clinical Laboratory Data — Urine CRF for Visit 1
or any CRFsfor Vidt 1.1 at thistime!

When you are finished with the data entry of all
eCRFs, wait for further instructions from your
Instructor.
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Summary of Basic Data Entry in OC-RDC is accomplished using the
Lesson 5 RDC spreadsheet and the Data Entry screen. Each CRF
has a unique data screen designed to collect all of the
essential datafound on the paper Case Report Form.

Data Entry begins when a new patient is added to the
study database. Data Entry continues as the user
completes the required header information in the eCRF.
After the header information has been entered, the
remaining data field can be completed and saved to the
study database.

When a user clicks on an existing eCRF inthe RDC
spreadsheet, the Data Entry screen for that eCRF opens
automatically. Clicking on ablank cell inthe RDC
spreadsheet automatically creates a new eCRF and
opens the Data Entry screen for that eCRF.

Review 1. Describe three ways to enter yesterday’s date for
apatient visit.

2. List three waysto add a new patient to the study
database.

3. Dataisaways saved when exiting the OC-RDC
application - True or False?

4. After entering datainto a Repeating Records
Group, how do you move to the next field?

5. If your OC-RDC system is set to automatically
progress to the next form, how can you skip data
entry for aform?
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Validating Data and Correcting Discrepancies

A discrepancy is adata point that falls outside of allowable parameters or conflicts with
another datapoint. There are essentially two types of discrepancies identified and tracked in
OC-RDC: univariate discrepancies and multivariate discrepancies.

Introduction

A univariate discrepancy is any single datapoint that does not meet the specified data
validation parameters for that field. Examples of univariate discrepancies include:

*  Temperature measurement above or below the expected range

= Systolic blood pressure reading above or below the expected range

* Datathat exceeds the anticipated field length (i.e. entering 8 characters into afield
limited to 6 characters or less)

* Incorrect datatype (i.e. text entered into afield limited to numeric values)

* Mandatory fieldsthat are left blank

A multivariate discrepancy is generated when datapoints conflicts with one another. The

conflicting datapoints may be found on a single CRF or the discrepant datapoints may be

found on separate CRFs. In either case a multivariate discrepancy will be generated by the

OC-RDC system. Examples of multivariate discrepancies include:

*  Pregnancy questions answered for a patient identified as Male

*  Number of cigarettes smoked per week specified for a patient indicated as a non-smoker

* Hogpitalization form completed for a patient indicated as not having been hospitalized
since the last visit

In addition to these system-generated discrepancies, users can enter manual discrepancies to

communicate information about a response value or about the about the condition of the

source data.

OC-RDC incorporates multiple levels of data validation to help ensure that the data entered
is appropriate, within expected parameters and at the specified level of precision. OC-RDC
checks data and alerts the user of any discrepancies.

OC-RDC performs these data validation checks in several different ways:

- Automatic data validation is performed as data is entered into an eCRF (univariate
validation.)

- User prompted data validation is performed when the user presses the “Validation”
key (multivariate validation)

- Batch datavalidation is performed after the data entry process has been completed.
This type of data validation is typically performed by data managers at Westat

Lesson | After completing this lesson, learners will be able to:

Objectives - Correct univariate discrepancies

- Run datavalidation checks

- Correct multivariate discrepancies
- Resolve saved discrepancies

New Terms | No new terms are introduced in this lesson.
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Screen Visual Notes

Correcting Discrepancies

Validating Data and

!L Correcting Discrepancies

vaigation - raiming oniecives | | ATtEr completing this lesson, learners will be able to:

Agteeragfenlzl:eting this lesson, students will - Run data Val |dat|0n CheCkS
= Run data validation checks . . . .
= Correct univariate discrepancies = COrreCt Unl Varl éﬁ:e dl&repancl 6

= Correct multivariate discrepancies
= Resolve saved discrepancies

- Correct multivariate discrepancies
- Resolve saved discrepancies

whatie 2 bata vaiaationz || OC-RDC incorporates multiple levels of data validation
e el £ 2 oo to help ensure that the data entered is appropriate,
that checks 3 gien fief and within expected parameters and at the specified level of

alerts the user of any potential

clerepancies precision. OC-RDC checks data and alerts the user of
any discrepancies.
WhenareData o OC-RDC performs two primary types of data validation

OC-RDC performs two primary types of data CheCkS

validation checks:

- Univariate validation - Univariate validation — an edit check of single
¢ Hultariaie vldation datafield to determine if the data entered is
allowable (e.g., isthe data within the expected
range, the correct datatype, suitably precise,
etc.)

- Multivariate validation — an edit check that
compares two or more data fields for

consistency
WhenareData o OC-RDC performs these data validation checksin
OC-RDC performs these data va!idation w\/a‘al dl ffaent Ways-
* Atomai ot vatdation - Automatic data validation is performed as data is
i) entered into an eCRF (univariate validation.)
B— - User prompted data validation is performed
when the user pressesthe “Validation” key
(multivariate validation)
- Batch datavalidation is performed after the data
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Screen Visual

Notes

entry process has been completed. Thistype of
datavalidation istypically performed by data
managers at Westat.

When are Data
Validations Performed?
OC-RDC’s data validations greatly improve

the discrepancy management process by
performing:

* Mandatory Checks
* Range Checks
* Logic Checks

= Cross-form edits

OC-RDC’s data validations greatly improve the
discrepancy management process by performing:

e Mandatory Checks
¢ Range Checks

e Logic Checks

e Cross-form edits

Data Validations:
Mandatory Field Checks
Required data fields cannot be left blank
accidentally.  Examples of fields that MUST
be entered:
" Visit Date
* Birth Date

* Gender

Mandatory Checks — required data fields cannot be left
blank accidentally. Examples of fieldsthat MUST be
entered:

- Visit Date
- Birth Date
- Gender

Since mandatory checks apply to individual fields, this
is an example of a univariate validation.

o haions: Range Checks — data is checked to ensure that it falls
. within the expected range of values
! ® Like mandatory checks, range checks evaluate the data
entered into asingle data field, so this type of check is
also aunivariate validation.
D piations: Logic Checks — datais checked to ensure that it is of the
I appropriate type for the field (e.g., adate is entered into
H H the visit date fields, numbers are entered into
temperature fields, etc.) Thisisan example of a
univariate logic check — it checks a single field.

Logic checks can also be multivariate validations as is
the case when OC-RDC checksto validate that the visit
date falls between the patient’s birth date and death
date.
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Screen Visual Notes
Data Validations: Cross-form edits — values entered into fields on one
eC_:RF are checked_ to ensure that they are consistent
b with data entered into fields on other, related eCRFs.
Cross-form edits are multivariate validations.
Action Steps Notes

Validating Data

After the data has been entered and saved for an eCRF,
validation checks on the data must be run to identify
any discrepancies.

OC-RDC providesthree levels of data validation:

e Patient validation validates all eCRF forms for
a specific patient (one row in the spreadsheet).

e Sitevalidation validates all forms for all
patients at the selected site (all rows and all
columns in the site spreadsheet).

e Study validation validates all sitesin the entire
study. Site validation can only be executed by
data managers at Westat.

To validate data for asingle patient, click on the patient
ID that you want to check. Then, go to the validate
menu and select Patient from the drop-down list. You
can also use the short-cut keys to access the patient
validation by pressing ALT-v and then press P.

File Edit Inset CRF “alidate

Version 09/27/2005

© 2005 WESTAT.
This Learner Guide is intended for the use

Validating & Correcting 4 of 18

of Westat staff and the staff of authorized collaborating institutions.

It may not be reproduced or distributed without the written consent of Westat.



0C-RDC LearNeR GuidE v4.5 CLassic

Validating & Correcting

Action

Steps

Notes

To validate data for an entire site, go to the validate
menu and select Site from the drop-down list. You can
also use the short-cut keys to access the site validation
by pressing ALT-v and then press s.

File Edit Insert CREF ‘Validate Help Wi

If you have permission to run study validation checks,
you can run the study validation check by selecting the
Study option from the drop-down list on the validate
menu. Y ou can also use the short-cut keysto access the
study validation by pressing ALT-v and then pressy.

File Edit Insert CRFE ‘“alidate Help Wi

If the OC-RDC system finds a discrepancy on any
eCRF, the icon for that eCRF will be displayed in red.

Resolving
Saved Data
Discrepancies

Every univariate and multivariate discrepancy must be
resolved before your work on an eCRF is considered

complete.
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Action

Steps

Notes

STEP 1: To correct a saved discrepancy, click the
eCRF containing the discrepancy (indicated by ared
icon).

WARNING: Be sure that the data entry window for the
eCRF is open before you try to correct any
discrepancy. |If the data entry window is not open, OC-
RDC will display the following message:

=]

List Tab

STEP 2: Click on the Discrepancies tab to display the
discrepancy information for the selected eCRF. The
“List” tab displays information about all the
discrepancies on the eCRF. Colored blocks on the left
edge of each row indicate the discrepancy number
(they are shaded in red, yellow, or grey). For each
discrepancy there is also a numbered sub-tab that lists
the discrepancy status (e.g, “Active”, “Closed”,
“Other”).

Discrepancy Sub-Tabs with Status
Discrey pancies [l W] o "T-;I Approval ‘TJ

List

Walue for The birth year of a person has not been supplied |Discrepancy not reviewed &

for The birth year of & person has not keen supplied Closed by System

Discrepancy Number |

Hew Histol L4
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Action Steps Notes

STEP 3: Click the numbered sub-tab for the
discrepancy needing resolution. The system will
display the variables and values causing the
discrepancy.

K

STEP 4: Select “Go to data field” from the Action
pull-down menu. Y our cursor will automatically move
to the data field containing the discrepancy.

riformation I s to Dt Mgt
= 5 7 | Send to Investigator
List 1 - Active | 2-Clozed
| — ] [‘ = Send to CRA
Walue for The hirth year of geee - Goto dats field

Comments

STEP 5: Enter the correct information as verified by
the source documentation.

CRF

RECISTRATION

Wear o1 Bt (VYY)

Ethinicity: [NOT HEPANIC ORLATINO |

STEP 6: Click the Save button. @
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Validating & Correcting

Action

Steps

Notes

STEP 7: The system displays the “Audit Information”
window. A default value will automatically be
displayed in the “Change Reason” box. To change the
reason for the data correction, click on the ellipsis
button (...) to display the “Change Reason” list box

Dlescription

CREA Correction

Comment

STEP 8: Select the appropriate reason for the data
change from the Audit Change Reason Type Codes list
and click the OK button.
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Action

Steps

Notes

CRACORR
CRA CORR-IMY
CRACORR-SRC
INY CORR
STUDY ASSLUIMP

CRA Correction

CRA Carrection, Inv consulted
CRA Carrection, Sre Data consulted
Investigatar Correction

Study Assumption

Deleted by eLoader
Thesaurus Clarification
Analysis Correction
Walidation Status changed
Diata Entry Mode

Diata Quality Carrection

ELOADER

THES CLARIF
AMALYSIS CORR
VAL STATUS CHG
DATA ENTRY MODE
DQ CORR

STEP 9: The new change reason will be displayedin
the Audit Information dialog box. Enter any comments
explaining the data change into the Comment field, if
required by your study. This field is not required by
OC-RDC, but your study might require you to further
explain the reason for a change.

B ription

g Data Entry Errar

data with PI.

STEP 10: Once you have completed entering the
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Action

Steps

Notes

necessary audit information, click the Save button to
record your change reason and comments.

The system closes the “Audit Information” window,
returns to the Discrepancies tab.

STEP 11: Repest this procedure for each discrepancy
you wish to correct.

STEP 12: After the discrepancies have been corrected,
the data must be validated again. If your corrections
clear the discrepancies and there are no other
discrepancies for the page:

e The eCRF icon will change from red to white.

e Theindividual discrepancy sub-tabs will
indicate that the discrepancy is “Closed”

If adiscrepancy remains or anew one is identified, the
eCRF icon remains red and the discrepancies will
remain “Active.”

Forwarding
Discrepancies

There will be times when you cannot resolve a
discrepancy. For example, if the discrepancy isthe
result of avalue that is actually reported on the CRF,
you might need to request an override of the
discrepancy. Another example requiring a data
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Action

Steps

Notes

override is a dataitem that cannot be obtained from the
source documentation even though it is considered
mandatory by the OC-RDC system.

STEP 1: To assign the discrepancy to a data manager
at Westat, click the red icon for the eCRF.E

STEP 2: Click the Discrepancies tab.

Discrepancies

Comments

| value for The birth year of  persan has not been supplied [piscrepancy ret reviewied |
+alue for The hirth year of a person has not been supplied Closed by System
Hew WO History (4] [

STEP 3: Click the numbered sub-tab for the
discrepancy you wish to forward.

Discrepancies

"1_] Value for The birth year of a person has not been supplied Discrepancy ndt reviewed k|
|Walue for The birth year of a persan haz not been su_pp_\ieu _C\osed by System
Hew B History e I

STEP 4: Click on the Action drop down arrow. Select
“Send to Data Mgt” from the list box.
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[*

.‘l

Action Steps Notes
Stud\;' ll"rfﬁrmatlon r [ Send to Data gt .\P"«_ar'ifiE'a_ii.'o__ﬁ l
List T g Ir.z:"élﬁg'?d:. Send to Investicstor
Send to CRA
alue for The hirth year of & PErSOr o ta data field
Action - History

STEP 5: Enter acomment to describe the override
reason.

.‘I

STEP 6: Click the Save button.

Save

After you select this action, the system changes the
sub-tab status to “Other”. The discrepancy is sent to
Data Management for review. The eCRF icon changes

to yellow. I
—3

NOTE: Depending on your assigned role in OC-RDC,
you may have different options in Actions drop-down
the list box.
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Exercise: Correcting a Univariate Discrepancy (Data Entry Error)

Scenario: Correct univariate discrepancies

Step

Instructions/Screen Visual

Notes

Use the Sample CRFs found in Training Case 1
provided to you by your instructor, perform the
following tasks:

Confirm that the Registration eCRF in the Baseline
visit indicates a discrepancy.

Open Registration eCRF for training case 1.

Review the indicated discrepancy.

Correct the discrepant data.

Enter anote indicating that the source documentation
was checked and the data was corrected on the eCRF.

Did the icon for this eCRF change?

What color isthe icon now?

What does this indicate about the data on the eCRF?

Confirm that the Physical Exam eCRF for visit 1
indicates at least one discrepancy.

Open Physical Exam eCRF for visit 1.

Review the indicated discrepancies.

Which values are indicated as being discrepant?

Why is each indicated as discrepant?

Use the discrepancy task tab to edit the value for Pulse
to fit within the required parameters.
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Exercise: Sending a Univariate Discrepancy to the Data Manager

Scenario:

Sending Univatiate Discrepanies to Data Manager

Step

Instructions/Screen Visual

Notes

Use the Sample CRFs found in Training Case 1
provided to you by your instructor, perform the
following tasks:

Confirm that the Physical Exam eCRF for visit 1
still indicates at least one discrepancy.

Review the indicated discrepancies.

Which values are till indicated as being
discrepant?

Why is each indicated as discrepant?

Assume that the value 70 for Systolic blood
pressure is accurate.

Choose the discrepancy sub-tab for Systolic
blood pressure in the discrepancy task tab.

Choose the action “Send to Data Management”

Enter anote indicating that the source
documentation was checked and that the datais
accurate.

Assume that the value 120 for Diastolic blood
pressure is accurate.

Choose the discrepancy sub-tab for Diastolic
blood pressure in the discrepancy task tab.

Choose the action “Send to Data Management”

Enter anote indicating that the source
documentation was checked and that the data is
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_ step [mstructionsiSereenvisal |  Notes |

accurate.

Continue with discrepancy management for all
remaining univariate discrepancies.

Version 09/27/2005 Validating & Correcting 15 of 18
© 2005 WESTAT.

This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.
It may not be reproduced or distributed without the written consent of Westat.



0C-RDC LearNER GUIDE V4.5 CLasSIc Validating & Correcting

Exercise: Validating Patient Data

Scenario: You have been tasked with validating the patient data recorded in the OC-RDC
database.

Step Instructions/Screen Visual Notes

Use the Sample CRFs found in Training Case 1
provided to you by your instructor, perform the
following tasks:

Validate the patient data.

Were any new discrepancies identified?

How can you tell?

Which eCRFsfor this patient contain multivariate
discrepancies?

What datais discrepant?

Why were these discrepancies not displayed prior to
validating the data?
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Exercise: Correcting a Multivariate Discrepancy

Scenario: Correcting a Multivariate Discrepancy

Step

Instructions/Screen Visual

Notes

Use the Sample CRFs found in Training Case 1
provided to you by your instructor, perform the
following tasks:

|dentify the multivariate discrepancies on Physical
Exam eCRF for Visit 1.

It is determined that the units for height was entered
incorrectly. Go to the Discrepancy task tab.

Choose the sub-tab for the discrepancy for Height
values.

Choose the variable for units (i.e. inches/ centimeters)

Use “Go to data field” from Action drop down.

Change units from centimeters to inches.

Continue to resolve all remaining multivariate
discrepancies.

Once all multivariate discrepancies have been
resolved, validate the patient!
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A discrepancy is datapoint that falls outside of alowable parameters or
conflicts with another datapoint. There are essentially two types of
discrepancies identified and tracked in OC-RDC: univariate
discrepancies and multivariate discrepancies.

Summary

A univariate discrepancy is any single datapoint that does not meet the
specified data validation parameters for that field.

A multivariate discrepancy is generated when datapoints conflicts with
one another. The conflicting datapoints may be found on a single CRF
or the discrepant datapoints may be found on separate CRFs. In either
case a multivariate discrepancy will be generated by the OC-RDC
system.

In addition to these system-generated discrepancies, users can enter
manual discrepancies to communicate information about aresponse
value or about the about the condition of the source data

OC-RDC incorporates multiple levels of data validation to help ensure
that the data entered is appropriate, within expected parameters and at
the specified level of precision. OC-RDC checks data and alertsthe
user of any discrepancies.

OC-RDC performs these data validation checks in severa different
ways.
- Automatic data validation is performed as data is entered into an
eCRF (univariate validation.)

- User prompted data validation is performed when the user
presses the “Validation” key (multivariate validation)

- Batch datavalidation is performed after the data entry process
has been completed. Thistype of data validation istypically
performed by data managers at Westat

Review 1. How can you correct a univariate discrepancy while conducting
initial data entry?

2. How would you correct a univariate discrepancy after the initial
data entry information has been saved?

3. How does OC-RDC identify eCRFsthat contain discrepancies?

How would you notify your data manager that a discrepancy correction
requires review?
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Adding a Page to a Visit

Adding a Page to a Visit

Introduction

It may be necessary to add an unplanned eCRF to the study database. This may be

necessary when:

e Anunplanned exam or test is performed during a study visit

e A formiscollected only in special circumstances (e.g., an Death Report Form).

Lesson After completing this lesson, learners will be able to:
Objectives 1. Add apage (eCRF) to avisit.
New Terms No new terms are introduced in this lesson.

Screen Visual

Notes

3 Adding a Page to a Visit

Estimated time to
complete thislesson =
15 minutes

e able to:
1. Add a page (eCRF) to a visit

add a page - Training oniectves | | AftEr completing this lesson, learners will be able to:
Aft(te)r cot;npleting this lesson, students will ° Add a pwe (eCRF’) to aVlS't.
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Action Steps Notes

Insert an STEP 1: To add an eCRF to the study database, click on

eCRF page the appropriate Visit tab at the top of the spreadsheet.

1 {Ho inits)

2 {Ho inits)

STEP 2: Click on the patient ID for which you want to
add the new eCRF. If the patient ID is not among the
eight 1Ds on the spreadsheet, change the patient view by
clicking on the down-arrow in the Patients field and
select the correct range of patients.

’E_-H Dracle Clinical R Range Of Patlent IDS

1-14 -

1 (Ho inits)

Patient 1D 2 (Ho inits)
3 {Ho inits)

10 {Ho inits)

If the ID is not on the spreadsheet, you may have to
insert the new patient. Refer to the Data Entry lesson for
instructions on how to insert a patient.

STEP 3: On the menu bar, click on Insert, CRF.
Ins CRF Group Act

Patient

isit %

Discrepancy (rmanual)
seclion Discrepancy
|| [nvestiaator Comrment
-— e J
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Action Steps

Notes

The system displays the “Add unplanned CRF” box for
the selected patient and visit. Click the “CRF” arrow to
display the pages available for addition.

STEP 4: Select the type of CRF page you want to add.
Y ou can only add pages that are predetermined for the
study; i.e., you cannot make up your own page or add a
page from some other source.

[ %5 add U

CRF list box

STEP 5: A new unplanned CRF is added to the patient
grid.

Tabs

{1-14

1 {Ho inits)

2 {Ho inits)

I

1% {Ho inits)
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Adding a Page to a Visit

Action

Steps

Notes

The data entry screen for the unplanned CRF opens
automatical Iy

nned Page (Labur for Visit 1)

eeeeeeeeee i

Pati
l_ Enter date, or T for Today, ¥ for Yesterday, L for Last entered (required)

NOTE: Unplanned pages are not numbered on the
Visit tab.

 Baseine  Vist1 | Vist2 | Conmed

Gl | all |

Point out that if the column
headers are examined very
carefully, you can distinguish
between planned and
unplanned pages. Column
headers for Planned pages are
numbered and displayed in
italics. Unplanned pages are
not numbered and are
displayed in aplain (non-
italicized) type face.

Practice adding an unplanned CRF by adding the results
of the Clinical Laboratory Data Urine Form for Visit 1
on the patient you added in the previous lesson.

Enter all data found on the paper CRF in Training Case
#1.

When you have completed the data entry, save and close
the eCRF.
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Summary It may be necessary to add an unplanned eCRF to the study database. This
may be necessary when:

e Anunplanned exam or test is performed during a study visit

e A formiscollected only in special circumstances (e.g., a Death
Report Form).

Y ou can only add pages that are predetermined for the study; i.e., you
cannot make up your own page or add a page from some other source.

Unplanned pages are not numbered.

Review 1. Describe two situations which may require you to add an unplanned
CRF page.

2. What two variables must be selected in order to add a CRF page to the
study database?

3. What steps are necessary to add an eCRF page to the study database?
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Adding a Visit to a Patient Record

Introduction For some studies, it may be necessary to add your own visits to the study database.
This might happen if an unscheduled visit occurs, or if patients are seen for avariable
number of visits. For example, patients might receive followup visits every six months
until the end of the study or time of death. Rather than plan for the maximum number
of visits in the database, the study can be set up to allow additional followup visitsto
be added as they occur.

Lesson After completing this lesson, learners will be able to:

Objectives - Add avisit to the study database.

New Terms No new terms are introduced in this lesson.

Screen Visual Notes

Estimated time to complete

Adding a Visit to a this Lesson = 15 minutes

1 Patient Record

aa 2 vist - Traiming oniecives || AFtEr completing this lesson, learners will be able to:
After completing this lesson, students wil 1. Add an unp|anned V|S|t to the gudy database

be able to:
1. Add a visit to the study database
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Action Steps Notes

STEP 1. Click onthe patient 1D for which you want to
add the new visit. If the patient ID is not among the
eight IDs on the spreadsheet, change the patient view by
clicking on the down-arrow in the Patients field and
select the correct range of patients.

11 {Ho intts)

12 {Ho inits) [—&
S |

N aED =
~ [livd

‘ 14 (Ho inits) i

If the ID is not on the spreadsheet, you may have to
insert the new patient. Refer to the Data Entry lesson
for instructions on how to insert a patient.

STEP 2: Select the visit tab to where you want to add
the new visit.

The new visit will added immediately after the visit tab
selected.

For example if you want to add a visit between Visit 1
and Visit 2, you must be sure that the Visit 1 tab is

selected. :
abs
e B
‘ 12u|oin'ns.| ‘
s | |
‘ 14 {llo inits) | J
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Action Steps Notes

STEP 3: Onthe menu bar, click on Insert, Visit.

Insert MERE Walidate

Fatient
CRF

[Biscrepancy {magalj

Section Discrepancy
|vestigator Camiment

The system will remind you that you are adding an
unplanned visit. To add avisit to a patient record, Click
on OK.

Forms .

15 will add an unplanned visit after the current ane.

Cancel

The first eCRF in the new visit opens automatically for data entry.

D25 -D30 -

D25(Hu inits)

D26 (Mo inits) "_' Patient DZS Unplanned Page (PE for Visit 1.1}
Vistt Date Blank [ Comiment I
D27 (Ho inits) ‘4
] Enter date, or T for Today, ¥ for Yesterday, L for Last entered (required) £}
D28 (Ho inits} : =
[ oo e
D29 (Ho inits) . ’éﬁ‘
D30 (Ho inits) . %‘ FE@‘E‘
4 |

Search Site T4SDEMO e i D |
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Adding a Visit to a Patient Record

Action Steps

Notes

The OC-RDC system adds the eCRFs associated with
the selected visit type to the patient grid.

% Oracle Clinical Remote Data Cap

11 -23

11 {Ho inits)

12 (Ho inits)

13 {Ho inits)

14 {Ho inits)

OC-RDC’s default setting does not display unplanned
eCRFsor visits. However, if there are unplanned pages
for the event tab, a header entitled Show unplanned
pages will be displayed in the last column of the patient
grid.

Click on this column header and the unplanned eCRFs
or visits will be displayed.

{11-23 ~|

11 {Ho inits)

12 {Ho inits)

13 {Ho inits)

14 {Ho inits)
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Adding a Visit to a Patient Record

Action

Steps

Notes

Unscheduled visits are displayed on the same Event tab
as the previous scheduled visit. Unplanned visits can be
hidden by clicking on the Hide unplanned pages header
at the top of the last column.

Event Tab Unplanned Visit

Hide Unplanned V isit Header

Note: Like unplanned pages, column headers for
Planned visits displayed initalics. Unplanned visits are
displayed in aplain (non-italicized) type face.

Practice adding an unplanned Visit by adding another
Visit after Visit 1 but before Visit 2. Both a Physical
Exam and a Hematology form will automatically be
inserted.

Enter al data found on the paper Physical Exam and
Hematology CRFs for Visit 1.1 in Training Case #1.

When you have completed the data entry, save and
close the eCRF.
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Summary It may be necessary to add visits to the study database. Examples of unplanned
visits include patients who are seen for a variable number of visits. For example,
the study protocol may call for patient followup visits every six months until the
end of the study or until time of death. In this situation, the database can be set up
to alow additional followup visits to be added to the study database when they
occur.

Review 1. Describe the steps necessary to add a new visit to the study database.
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Printing Reports

Introduction RDC Reports alow the user to print patient dataor blank CRFs. User-
define search parameters are used to specify distinct subsets of patient data
based on study factors such as: study, site, range of patient numbers, or
dates. RDC 4.5 introduced new reporting functionality. There are
essentially two types of reports:

- Patient Data Report
e Current Search data can be used to generate the report, or
¢ Independent report criteria can be specified.

- Blank CRF Report

After completing this lesson, learners will be able to:
1. Print aPatient CRF
2. Print aBlank CRF.

No new terms are introduced in this lesson.

ﬁ Printing Reports

- || After completing this lesson, learners will be able to:
rinting Reports — Training Objectives

Aftil'ec:t:r:ﬁt:ing this lesson, students will [ ] Prl nt a Palent CRF
2. P:::t:Blaa:(nCRF ° Prlnt a Blank CRF
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Printing Reports

Activity STEP Notes
Launch Adobe | Before printing completed CRFs from OC-RDC 4.5,
Reader | Adobe Reader must be launched and minimized on your

task bar. To do this;

STEP 1: Click onthe Start button and then select All
Programs. The program list will display. Select
Adobe Reader 6.0 from the Program List.

Note: Depending on where Adobe Reader was installed
on your computer, it may necessary to select the
program folder or subfolders.

IF) Accessaries r

I Acoustica MP3 CD Burner ’

I Adobe 3

Steve Ransdell I/ Andrea Electronics 3

I AwantGo 3

@ Internet IF) Avery DesignPra 3

Inteinehaberer lj Centra Knowledas Object Studio 1.5 3

-*Ef"w"!?:!r outiook, | 1 Centraone v

lj Games 3

@ Snaglt 7 1) Inkelisync For Palm handhelds »

IE7) Movell (Common) »

E Word I Palm Desktop »

- IE7) Packet Voice Recorder »

el IE) PocketMirror b

e IF) Printke Internet Printing b

) Real b

E Adobe Reader 6.0 | IE0) Startup »

p— I The Office 3

;_# Nakspad 1) Trend Micro Officescan Client v

hj o i utiities 3
L B Adobe Reader 6,0

PP & Incermt Explorer
—— & Irnitistor Control Panel 1.1.6.19

& Mritiskor Cortrol Parel 1.1.8.21

@ ReaPlsyer

STEP 2: The Adobe Reader welcome screen will
display.

STEP 3: Once Adobe Reader fully loads, click on the
minimize button in the upper right corner of the screen
to minimize Adobe Reader onto the task bar.
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[ Activity [ stTep T Notes |

Printing | To begin the print process:
Patient CRFs STEP 1. Onthe File menu select Reports.

File Edit Inse

Mew Search
Modify Search
Change Study

Mews
Erint [!

Save

Refresh

Exit

STEP 2: Select Patient Data Reports.

STEP 3: Click on the arrow and select Specify report
parameters from the pull-down list.

Uze current selections

®Prirt Bl:

W Print Blank Patier

STEP 4: Click onthe OK button.

A dialog box will display.

= T hodule: RRCOMLPD (Study: PDF_1)
Report patient data in CRF format
Sen‘r_er?@ueue;IPSUE_SCHEDULER Report Server Job
Printer | Mand- LDV Patt-
Description Current Yalus atary? 7 em?
d Book Name for Report r (P 1
Site to report on A
Starting patient (= I ]
Ending patient o -
Start on or after date B @ IE
End on or before date . m. (m
Type of date for starting and ending dates isit ), ), )
Matk values changed since what date? None e Ak
Specific date for marking El Bl B
Discrepancy status choice Al statuses . Al 4E.
ﬂ Approval status choice All statuses vl vl
Exit | _ SubmitJob |  Job Details | ~ Job Status Schedule | Change Study |
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Printing Reports

Activity STEP

Notes

STEP 5: Click on the ellipsis (...) in each field to enter
the current value for the following parameters:

e Book Name for Report
e Sitetoreport on

e Starting patient

e Ending patient

LPD (Study; GENTRMOT) -

Report patient data in CRF format

Sener/Cueus !PSUE_SCHEDULEP Report Server Job

Printer | Mand- LOV Pat-

Description Current alue atary? 7 em?
| [Book Name for Report |GENTRND1 BOOK W, fel, [
‘Site to report on |QA1 7 Al
‘Star{ing patient |1 i A ]
[Ending patient E r [ ]
Start on or after date 7] 1 1
End on or before date B g
{Type of date for starting and ending dates |\/isit Il T
‘Mark values changed since what date? |Nune (] e
‘Spemﬁc date for matking | ] ]
‘Discrepancy status choice |AII statuses T
ﬂ ‘Approval status choice |AII statuses M Tl T2

Exit Submit Joh Joh Details | Job Status | Schedule ‘ Change Study

STEP 6: Click onthe Job Details button.

A dialog box displays listing the report submission
details.

STEP 7: Click on the ellipsis (...) in the Mode of
Execution field. Select Batch Immediate from the
pull-down list.

MLPD (Study: POF_1) -

Report server to schedule PSUB jobs
rep90ocvds

OQutput Type [PREVIEW
Output Farmat |PDF
Printer

Output File Name  |d-vopappsasintralirepoutiolD. pdf

Back |§ Submit Joh Schedulw Server 0S Password
LN
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Printing Reports

Activity STEP Notes
STEP 8: Click the Submit Job button.
STEP 9: Click the Job Status Screen button.
Yem Report Previewer
Started job 10...
| Report Server Screen | I Joh Status Screen I
STEP 10: The Submitted Batch Jobs window will
display. The print job should be listed at the top of this
list with the Execution Statusindicating STARTED.
Click on the Auto Refresh button.
Submitted Batch Johs
Job Id Module Mame Execition Status Study Parameter Set Mai
B |RxcOMLPD  [STARTED [POF_1 [
[33 [RXCDMLPD |SUCCESS [POF_1 |
[32 [RXCDMLPD [SUCCESS [POF_1 [
31 [RCDMLPD  |[STARTED |POF_1 [
D [RCDMLRD [SUCCESS [PDF_1 |
[29 [RXCOMLPD  [SUCCESS [PDF_1 T
27 |RcDMLPD  |sUCCESS |PDF_1 [
[26 [RXCDMLPD | [SUCCESS [POF_1 |
|25 [RXCDMLPD |STARTED |POF_1 [
|24 [RXCOMLPD  |SUCCESS |POF_1 [
1] I »
Exit View Output | View Log | Erint Output| Printllog) | Stop | Reschedule
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Printing Reports

Activity

STEP

Notes

STEP 11: Wait until the Execution Status for your print
job indicates SUCCESS.

Submitted Batch Jobs
Job Id Module Mame Execution Status Study Parameter Set Ma
- [EER) 'R¥COMCRF [SUCCESS |GENTRNO1 |
]9?3 RACOMLFD  SUCCEZS GEMTRMO1 ‘
= | |
4] | >
Cancel Refresh il View Gutput] View Log | Print Outputd Print Log | Stop | Reschedile

STEP 12: Click on the Cancel Refresh button.

STEP 13: Click on the Exit button.

STEP 14: A blank Internet Explorer window will
launch automatically.

STEP 15: Locate the Adobe Reader program previously
minimized onto your task bar. Click on the task bar icon
to maximize the Adobe Reader program. The CRF
report is displayed in the Adobe Reader screen.

B Adobe Reader - [pa040721.1df]
T File Edt View Document Took Orace Clinical Window Help

cocorr e @ enat @ sooen )| Tisoearen - @ | & - |3 [[C] © 1o
[EEY - ——

CRF Report for Study GENTRNO1

Report run by Jack Duke at 11-08-2004 14:14:29

ersf_Sgnetures ] Bookmarks

Report Parameters
Site: QA1

Loy
&

Pages

Discrepancy status choice: All statuses

Approval status choice: All statuses

Verification status choice: All statuses
Starting patient: 1

Ending patient: 2
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Printing Reports

Activity

STEP

Notes

Protoco! Number:

Genderr [ Maie [ Femaie [Junknoan

Y=ar of Birth: (YY) :l

NSTITUTION CODE  PARTICIPANT ID VISIT TYPE VISIT DATE
B [ ] | | frasse ]
REGISTRATION

e (cheock tme or mine)

[£] *his

[, Stact o Afrizan Amerizan

[ClMatter Hamailan or Ctner Pactic tsizndar
oasian

[l American Inclarm o Alasta Mathe

[ Urkncan

Ethinicty:  [] Hspanic or Lasna
[] Mot Hispanic or Latng

[ Uniencan €'|-p

D= Irriormed Consent Signed: f2-10-2000

AT Y

De of RegisTation:
PADDAY Y

Drozs the participam safisfy all of the eligbily oheds™

v Ome

REC w5 Generic Tralning Study

wersion TAovember 2004

Dosumert

CRF Tempiate Wersion SO04v2

M Adobe Reader - [pa040721.fdf]
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L Save as Text...
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Print... Chrl+P
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Printing Reports

Activity STEP

Notes

Print

STEP 17: Select the appropriate printer and specify any
print parameters, then click the OK button.

= Printer

Hare: HF Lager)et 551 Mi

Status: Drefault printer; Ready
Type: HF Lasenlet 55 b
Wwhere: RE3

Cormment:

Broperties |

[~ Reverse pages
[~ Print a3 image
IV Fit to page
[ | Print ta fil

— Print R ange
& Al11 pages
" Cumrent page

¥ Annotations

Capie

MHumber of copies: |1 3

"~ Pages from: {1 Lo:!ﬂ

7] Seleated pages/araphic

@ EIEIEI v Collate

= EostEnpt i phons

=it et IF‘c-stScript Level 2

¥ | Us= Eriter Haltone Sereens

=

¥ | Diovirioadidsian Fonts

Print; IEven and Odd Pages j

Cancel |

Printing | OC-RDC also alows usersto print blank CRFs. To

Blank CRFs | print ablank CRF:

I

F:

Print !

Save

Exit

STEP 1. Onthe File menu select Reports.

dit Inse

ewy Search
odify Search
hange Study

B

efresh
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[ Activity [ stTep T Notes |

STEP 2: Sdect Print Blank Workbook.

STEP 3: Click the OK button.

STEP 4: Click on the ellipsis (...) in the Book Name
field. Select desired book name from the pull-down list.

izgion of Module: RECDOMCRFE (Study: GEMNTRMO1)Y Jlelelelelelelelelelele e le e Te el le e Te le T e e Lo T T W 7
Report CRFs with prompts but no data using PDF

Semer/Gueue |PSUB_SCHEDULER Report Server Job
s vl LOY Patt-
Description Current Valug ; 7 em?

Book Name GENTRMNIT1 BOOK ]

LN O R R S
m] (= mEE EEEE
B EE

[

Exit Submit Job || Job Details I Job Status |  Schedule | Change Study |

STEP 5: Click onthe Job Details button.

Version 09/27/2005 Print 9 of 13
© 2005 WESTAT.

This Learner Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions.
It may not be reproduced or distributed without the written consent of Westat.



0C-RDC Learner Guide vA.5 Classic

Printing Reports

Activity STEP

Notes

A dialog box displays listing the report submission

Report Server Job I /

Mode of Execution |=EyIelsMIGIRISRIENNS r

Report Server PSUB_SCHEDULER Report server to schedule PSUB jobs

repSlocyds

Qutput Type PREVIEW

Cutput Format F’DF

Frinter

Output File Name ‘d \opappsdSihtralirepoutiod 1. pdf

Back | Submit Job|§ Schedule Server 0S Password

STEP 6: Click on the ellipsis (...) in the Mode of
Execution field. Select Batch Immediate from the
pull-down list.

STEP 7: Click on the Submit Job button.

STEP 8: Click the Job Status Screen button.

¥z Report Praviewer

Started job 10...

Report Server Screen | I Joh Status Screen I
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Printing Reports

Activity

STEP

Notes

STEP 9: The Submitted Batch Jobs window will
display. The print job should be listed at the top of this
list with the Execution Statusindicating STARTED.

Click on the Auto Refresh button.

Submitted Batch Johs

Job 1d Module Mame  ExecWion Status Study Parameter Set Na
- [Fg \RCOMCRF | |GENTRMOT
973 [rxcOMLPD [SUCCESS [GENTRMO1

|

1 |

\ |

\ \ | [

\ \ | |

\ \ | |

| \ [ 1

\ \ | |

\ \ | |
= \ | |

Exit § Auto Refresh [ View Output View Log | Print Ontput] Prnt Log/| | Stop Rescl_\enlllle

STEP 13: Wait until the Execution Status for your print
job indicates SUCCESS.

ubmitted Batch Job Statu

Submitted Batch Jobs
Job Id todule Mame  Execution Status Study Parameter Set ha
=@ [RXCOMLPD  [SUCCESS [POF_1 \
[33 [RXCOMLPD [SUCCESS [POF_1 \
32 |RXCOMLPD  [SUCCESS |PDF 1 \
[31 [FCOMLPD  [STARTED [POF_1 \
[30 [RXCOMLPD |SUCCESS [POF_1 \
[ |FCOMLPD  [SUCCESS [PDOF 1 \
[27 [RXCOMLPD  [SUCCESS [POF_1 \
[5 [RXCOMLPD [SUCCESS [POF_1 \
25 |FCOMLPD | [STARTED |PDF_1 \
<l [24 |RXCOMLPD |SUCCESS |PDF_1 \
4] [ 3
View Gutput) View Log | Brint Output] PrintLog | Stopr |- Reschiedule
b3

STEP 14: Click on the Cancel Refresh button.

STEP 15: Click on the Exit button.

STEP 16: A blank Internet Explorer window will
launch automatically.
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Printing Reports

Activity

STEP

Notes

STEP 17: Locate the Adobe Reader program previously
minimized onto your task bar. Click on the task bar icon
to maximize the Adobe Reader program. The CRF
report is displayed in the Adobe Reader screen.

Badobe Reader - [pa040721.fdf] EEX
EE3

ZFHE Edit View Document Took Oracle Clinical Window Help =
¥ open [l saveacopy [ypirt @ Enat @ sowon || )| [Hiseectton - @l ® - ) O[] © 118% - @ View ke DBF Tl wile

L -
Sl —

>

Sonctures “{ Bookmarks

Blank Case Report Form for Study: GENTRNO1

Fages

Book: GENTRNO1 BOOK

STEP 18: To print the CRF, select Print from the File

menu.
i Adobe Reader - [pa040721.fdf]

SUNEEY Edit View Document Tools Oracle Clinical  Window H

Create Adobe PDE Online. ..
* open... Chrlo
| I[EE My Bookshelf...

Email...
']
=
E Close Chrl+w
= Save a Copy... Shift+Ctrl+5
-3
e Save as Text...
Docurent Properties. .. Chr+D
Print Setup... Shift+Ckrl-+P
. Brint... i Chrl+P
PrintMe i‘?_@ernet Printing. .. Ale+Chrl+P

1 CH\DOCUME 1 RANSDE~1Y,  \pal40721 Fdf
2 ood_Md[1],_2323_11072004211351 . pdf
3T Westattler 21, pdf

4 i ACTSUOC_Upgrade, pdf

E Pag_es\i Layers

5 Ci\Documents and Settingst. . \LEGACY .pdf

Exit Crl+Q
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Activity

STEP Notes

STEP 19:

Print

print parameters, then click the OK button.

Select the appropriate printer and specify any

= Printer

Mame:

Status:
Type:
wihere:

Comment;

Eroperties |

[ Reverse pages

HP Lager)et 55 M

Drefault printer; Ready
HF Laserlet 55i b
RE3

[~ Print as image
¥ Fit to page
I Prit ta file

" Pages

— Print R ange
¢ Al 9 pages
" Cunent page
from: |1

%) Selected pages/araphic

Copie
W &nnotations

EliE uTz_LIEI ¥ Callate

MHumber of copies:

to: 19

= PastEnptHptions

Ert b ethod;

¥ | Us= Eriter Haltone Sereens

k&

¥ | Diovirioadidsian Fonts

IF‘G?&S;H;:-I Level 2

Print: IEven and Odd Pages

[

I ] 4 |I Cancel |

Printing Reports

Summary

RDC Reports allow the user to print patient data or blank CRFs.
User-define search parameters are used to specify distinct subsets of
patient data based on study factors such as: study, site, range of
patient numbers, or dates. RDC 4.5 introduced new reporting
functionality. There are essentially two types of reports:

- Patient Data Report

Current Search data can be used to generate the report, or
Independent report criteria can be specified.
- Blank CRF Report

Review

1. Describe the process used to select and print patient CRFs.
2. Describe the process used to print Blank CRFs.

Version 09/27/2005
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Hands On Exercise: Input Data into an eCRF

% Scenario: You have been tasked with data entry for anew CRF.

Step ‘ Instructions/Screen Visual

Use the Sample CRFs found in Training Case 2,
perform the following tasks:

Insert a new patient into the RDC study database as
indicated on your OC-RDC Bookmark for Training
Case #2.

Enter the data for this patient from the Baseline CRFs.

Enter al data exactly as indicated on the paper CRF.

If univariate discrepancies are created, do not enter a
comment. Click the OK button to close the warning

dialog box.

Save and Close each form as data entry is completed.

* Enter Information from the Registration Form

=  Enter Information from the Randomization Form

* Enter Information from the Baseline Symptoms
Form

Enter the data for this patient from the Visit 1 CRFs.

* Enter Information from the Physical Exam Form

* Enter Information from the Laboratory -
Hematology Form

Enter the data for this patient from the Visit 2
Compliance CRF into the RDC study spreadsheet.

Enter the data for this patient from the Concomitant
Medications CRF into the RDC study spreadsheet.

When you are finished with data entry of all eCRFs,
wait for further instructions from your instructor.

Version 09/27/2005 Exercise 1 of 11
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Hands On Exercise: Add a Page to a Patient Visit

Scenario: You have been tasked with data entry of an unplanned CRF for a
% : patient.

Step ‘ Instructions/Screen Visual Notes

Using the Sample CRFs found in Training Case 2
provided to you by your instructor, perform the
following tasks:

Add an eCRF page for the unplanned urinalysis taken
during Visit 1.

Using the Clinical Laboratory Data— Urine CRF
found in your training materials enter al the datafor
this CRF.

Save and Close the eCRF

Add an eCRF Comments page for the Baseline Visit

Using the Comments CRF found in your training
materials enter al the datafor this CRF.

Save and Close the eCRF

Revalidate the patient.
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Add a Visit to a Patient Record

% Scenario: You have been tasked with data entry of an unplanned visit for a patient.

Step ‘ Instructions/Screen Visual

Using the Sample CRFs found in Training Case 2
provided to you by your instructor, perform the
following tasks:

Add anew visit to the study database after Visit 1.

A new Physical Exam eCRF and Lab Hematology
eCRF will automatically be inserted for this new visit.

Enter data found on the Physical Exam CRF for this
visit.

Close the eCRF.

Enter datafound on the Hematology CRF for this
visit.

Close the eCRF.
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Hands On Exercise: Using the Search Window to View Discrepant Forms

Scenario: You have completed Data Entry for the patient identified in training case #2.
Now you want to view only those CRFs for contain actionable or other discrepancies.

Note: Be sureto switch back to the Search Window display for this Exercise.

Launch the Search Window

Specify search parametersthat will select only the
patient inserted for training case #2

Specify a search for CRFswith actionable and other
discrepancies only

How many forms are displayed on the RDC
Spreadsheet?

Which eCRFs are displayed?

What color arethe icons representing those eCRFs?

Version 09/27/2005 Exercise 4 of 11
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Correcting a Univariate Discrepancy or Sending to Data Management

Scenario: Correcting univariate discrepancies when correctable, and sending othersto
data management

Using the Sample CRFs found in Training Case
2 provided to you by your instructor, perform the
following tasks:

Find the first form that has 1 or more univariate
discrepancies. It will be indicated by ared icon.

Open the form.

Review the indicated discrepancies with the
discrepancy tab.

Open the numbered sub-tab for each discrepancy
and review the discrepancy text.

Use the “go to” action wherever you can resolve
the discrepancy.

Use the “Send to Data Management” action
wherever you are unable to resolve the
discrepancy.

Address each discrepancy. Use ellipsis for drop
down menus where available. Correct the data if
you can. If not, send the discrepancy to Data
Management for resolution.

Version 09/27/2005 Exercise 5 of 11
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Validating Patient Data

Scenario: You have been tasked with validating the patient data recorded in the OC-
RDC database.

Using the Sample CRFs found in Training Case 2
provided to you by your instructor, perform the
following tasks:

Validate all patient data for this patient only.

Were any new discrepancies identified?

How can you tell?

Which eCRFsfor this patient contain multivariate
discrepancies?

Why were these discrepancies not displayed prior to
validating the data?
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Correcting a Multivariate Discrepancy

% Scenario: resolve multivariate discrepancies

Step ‘ Instructions/Screen Visual

Using the Sample CRFs found in Training Case 1
provided to you by your instructor, perform the
following tasks:

Identify the first CRF that contains a multivariate
discrepancy. Note: the formsturned red after
running the validation function.

Open the form.

Review the indicated discrepancies with the
discrepancy tab.

Open the numbered sub-tab for each discrepancy
and review the discrepancy text.

Use the “go to” action wherever you can resolve the
discrepancy. Remember to indicate the desired
variable to be changed.

Use the “Send to Data Management” action
wherever you are unable to resolve the discrepancy.

Address each additional discrepancy. Use ellipsis
for drop down menus where available. Correct the
dataif you can. If not, send the discrepancy to Data
Management for resolution.
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Addressing Data Discrepancies

Scenario: You have been tasked with reviewing the data for a
Patient (Training Case 2).

Note: If all discrepancies have been addressed (all eCRF icons are white or yellow)
skip thisexercise.

Using the Sample CRFs found in Training Case 2
provided to you by your instructor, perform the
following tasks:

Review and address any remaining univariate
discrepancies.

Validate the patient data.

Review and address any remaining multivariate
discrepancies.

Validate the patient data again.
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Hands On Exercise: Using the Activity List to View Discrepant Forms

ﬂ Note: Skip this Exerciseif the Activity List was not explained
in the tutorial.

Scenario: You have completed Data Entry for the patient identified in training case #2.
Now you want to view only those CRFs that contain active discrepancies.

Note: Skip this Exercise if the Activity List was not explained in the tutorial. Be sure
to switch back to the Activity List display for this Exercise.

Step Instructions/Screen Visual Notes

Open the Activity List

Select the site identified for your training cases

Select the patient inserted for training case #2

Select View discrepancies for Patient

How many forms are displayed onthe RDC
Spreadsheet?

Which eCRFs are displayed?

What color arethe icons representing those eCRFs?
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Print a Patient Case Report Form

% Scenario: You have been tasked with printing all verified CRFsfor Training Case 1.

Using the eCRFs created from the Sample CRFs
found in Training Case 1 provided to you by your
instructor, perform the following tasks:

Print all verified CRFs,
Which CRFs from the study database printed?
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Print a Blank Case Report Form

% Scenario: You have been tasked with printing a complete set of Blank CRFs for this
study.

Print a complete set of Blank CRFs.
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Installing Jinitiator 1.1.8.21

1. Type https://www9.wesrdc.com/opad45/RDCLaunch.htm in the Address box and hit Enter.

2. Click on Login button.

<A Launch Oracle Clinical RDC 4i [4.5.0) - Microsoft Internet Explorer I._HE‘E‘
File Edit ‘iew Favorites Tools  Help o ,'
F = i T
= - [ </ Y <l ; L@
@ Back 2 \ﬂ \g :_h 7 ! Search \;./J\.( Favarites @ =
Address : i v| Go | Links @Snaglt i

Oracle Pharmaceutical Applications
RDC 4i (4.5.0) . RDCOnine

v Documentation
Plugin download

Downloads
[oar] Bownlonds .,
Life  OracleLife
Change Password Sciences Sciences
Login help Cracle Clinical User
ocuG Group

For supported browsers and operating systems check with your administrator or Qracle Support

ORACLE

Copyright 2002 Oracle Corporation All Rights Reserved.
Questionz, comments, ete: Please contact your local Oracle support representative

3. The RDC Run Time dialog box appears briefly.

3 Oracle Pharmaceutical Applications - Oracle Cli... [:”E”Z|

Please do not close this window with a RD(C session
mmmning. Closing the window will cause report/file viewing
and help to stop workmg.

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 1
It should not be reproduced or distributed without the written consent of W estat.
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Installing Jinitiator 1.1.8.21

4. Click on the Yes button.

InstallShield Self-extracting EXE

This will install Cracle Jnitiator 1.1.8.21, Do you wish bo continue?

Yes Mo

5. The Jinitiator installation set-up program will launch. Click the Next button to begin the
Installation.

Welcome

Welcome to the Oracle Jimtiator 1.1.8.21 Setup program,  Thiz
program will install Oracle JInitiator 1.7.8.21 on your computer.

Itis SIIEI%L',' recommended that you exit all Windows programs
befare running thiz Setup progran.

Click Cancel ta quit Setup-and then cloze any programs pou have
winning. Click Mest to continue with the Setup program.

YWARNIMG: Thiz program iz protected by copyright law and
international treaties.

Unauthonzed reproduction or distribution of this program, or any

portion of it, may result in gevere civil and ciminal penalties, and
will be prozecuted to the maximum extent poszible under law.

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 2
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6. When prompted for the destination directory, accept the default location by clicking the
Next > button.

Choose Destination Location E‘

;

Setup will install Oracle JIntiator 1.1.8.21 in the following directon.

Tainstall to thiz directary, click Mext.

Toinstall to a different directan, click Browse and zelect another
directory,

'ou can chooze not to install Oracle Jinitiator 1.1.8.27 by clicking
Cancel to exit Setup.

~ Destination Directory

C:h MOracle dinitiator 1.1.8.21 Browsze...

Next > Cancel |

7. When the installation complete dialog box displays, click the OK button.

Installation Complete

Cracle Jnitiatar installation is complete. IF wou are using Metscape as your web brawser,
wou will need to close and restart Metscape before using JInitiator.

8. Close the open Internet browser.
9. Restart your Internet browser.
10. Re-enter URL for the Oracle Pharmaceutical Applications (see step 1).

Congratulations, you completed the Installation and Set-up of Jinitiator 1.1.8.21!

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 3
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Adjust the Screen Resolution to 1024 x 768

To adjust the screen resolution:
1. Click the Start button and select Settings, and then Control Panel

2. From the Control Panel select Display to open the Display Properties screen.
3. Click on the Settings tab

Display Properties 2]
v

Backgloundl Screen 5ave|| Appearance' Effectsl web  Settings

Display:
TP D770 on IntellR) 82810 Graphics Controller

" Scieen area
Less J_ haore

1024 by 7ES pisels

I¥ | Ertend imp /it seskbam arta s ratitar: Advanced... |
0K I Cancel | Lol |

4. Inthe Screen area section of the dialog box, click and hold your left mouse button as
you move the pointer to 1024x768 pixels. (Windows default setting is either 800 by
600 pixels or 640 by 480 pixels)

Display Properties K E3

Backgroundl Screen Saverl Appearancei Effectsl web  Settings |

Dizplay:
TP 01770 on Intel[R] 82810 Graphics Controller
———— [ Scieenaea

Less J_ Mare
’7 1024 by 768 pixels

I | Extend my windaws deskion onta this ranitar Advanced... |
0K I Cancel | Lippl |

Adjust the Screen Resolution to 1024 x 768

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 4
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5. Click Apply, and then click OK.

6. Depending on your system, you may need to restart your computer for the settings to
take effect.

Install Version 6.0 or higher of Microsoft Internet Explorer

In order to use RDC 4.5 Classic, you must have Microsoft Internet Explorer 6.0 or higher
installed on your PC.

To determine which version of Microsoft Internet Explorer you are currently running, please
following these steps:

1. Open Microsoft Internet Explorer

Internet

Explarer

2. Click Help => About Internet Explorer

| Help

Contents and Index
Tip of the Day

Far MNetscape Users
Cnline Suppork
Send Feedback.

About Internet Explorer

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 5
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Install Version 6.0 or higher of Microsoft Internet Explorer

3. The version number will be displayed on the About Internet Explorer screen.

; About Internet Explorer - EI

!. Mimﬂ‘ l E I
I Version: 6.0,2800.1106,xpsp2_gdr. 04051 7-1325 |

Product ID:552?4-64D-2?31%-2395?

IJpdate Wersions:; SP1; Q813439; Q318529; Q330994;
QE22925,; QE28750; Q524145; QE325%4; Q537009;
QE31167,; QE23353; QB67E01;

Based on MCSA Maosaic, MCSA Mosaic{ TM); was -
developed at the Mational Center For Supercomputing
applications at the University of Ilinois at Urbana-

Champaign. ;I

f.’g_j Copyright ©£11995-2001 Microsoft Corp.
I‘ﬂ ¥ Acknowledgements

4. If you do not have Microsoft Internet Explorer 6 or higher installed on your PC, please
check with your local information technology (IT) person to assist you with the
download and installation of a compatible version.

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 6
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Before proceeding with the following steps, close any programs you have running.

1. Open web browser (MS Internet Explorer.)

Type https://www5.wesrdc.com/opad45/RDCLaunch.htm in the Address box and hit Enter.

2. Click on Login button.

<A Launch Oracle Clinical RDC 4i [4.5.0) - Microsoft Internet Explorer B@E‘

File Edit ‘iew Favorites Tools  Help
@Eack i ) \ﬂ \j H ) Search “f'\"*Favorites )| &2 i
9 gl @ F W © = B

Addressé‘m v|Go Links @Snaglt I

Oracle Pharmaceutical Applications
RDC 4i (4.5.0) . RDCOnine

v Documentation
Plugin download

Downloads
[Gar] Bownlonds .,
Life  OracleLife
Change Password Sciences Sciences
Login help Cracle Clinical User
ocuG Group

For supported browsers and operating systems check with your administrator or Qracle Support

ORACLE

Copyright 2002 Oracle Corporation All Rights Reserved.
Questionz, comments, ete: Please contact your local Oracle support representative

3. The RDC Run Time dialog box appears briefly.

<l Oracle Pharmaceutical Applications - Oracle Cli... E”’E”z

Please do not close this window with a RD(C session
mmmning. Closing the window will cause report/file viewing
and help to stop workmg.

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 7
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Testing Your Connection to Remote Data Capture (RDC) 4.5 Classic

4. At the database logon screen, enter the information provided in the email sent to you
(use the Tab key to move from one field to the next.)

NOTE: For security reasons, do not print the email containing your test username and
password. Do not write the information down. Maintaining computer security for all
Westat networks is everyone’s responsibility.

If you are having trouble with the test connection login process, contact

e DCP RDC users: 1-888-662-8354 or nci-dcpmonitoring@westat.com
e CTSU RDC users: 1-888-823-5923 or CTSUContact@westat.com
e ATN RDC users: atnrdc@westat.com

e Other RDC users: 1-800-509-5559 or HelpCenter@westat.com

5. When you entered the required login information, click the Connect button.

rL agan

usemame: [
Fassworc:. [

Database: [N

This Guide is intended for the use of Westat staff and the staff of authorized collaborating institutions. Page 8
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Testing Your Connection to Remote Data Capture (RDC) 4.5 Classic

6. Click on the OK button.

7. Click on the OK button.

Patients Al patient=

_AllVisits

CREF Status Al CRF=

Al ertry and vish

Al data
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8. Click on the form icon to display the eCRF.

Ega]ack Duke(Data management role) at OCRDCTR4 on 21-DEC-2004 (Study:0RAQA1 Book:¥Whole Protocol)

File Edit |ngert CRF “alidate Help

A ———

1101 (ABC)

I I |

| 1
| |
| u (- [ |
e [ B | | u 1
| |
| 1
| |

1102 (ABC)

1103 (ABC)

T

——
ﬁﬁ

1106 (ABLC)

(]

1107 (ABC) |

I
I

1108 (ABC)

»

# Patients Summary of CRFs Retrieved Summary of CRFs in Current Tab

[ 1) Planined Mot verified Planned Mot verified
L Unplannedd I:I Asveaiting re-verification Unplannedd | Avaiting re-verification

verified | 2] Tatal 10 Wetified

Mot approved | 13 With active discreps [:] Mot approved

Awyaiting re-approval | 1 With other discreps |:| Avvaiting re-approval

Approvecd Clean E Approved
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9. The eCRF will be displayed.

Patient 1100 Page 1 {(Demog for Baseline 1) Page 1 of 1. 9
09-02-2004

wisit Dete Blark [ Comment |

[»

Demographics far G4

Sex |I'-.-1_
Whigight l?

1] | *

10.Click on the Close button on the eCRF to exit.
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11.To exit the application, click on File and select Exit from the drop down menu.

Ega]ack Duke(Data management role) at OCRDCTR4 on 21-DEC-2004 (Study:0RAQA1 Book:¥Whole Protocol)

Mew Search
Modify Search
Qhange:Study

Reparts g
L - m —

Patient 1100 Page 1 {Demog for Baseline 1) Page 1 of 1

Save m d ﬁ Wisit Date Ins 02-2004 Blank Cnmmentl
B : ) 3
EE N ) |
mﬂi Demographics for Gia
1103 (ABC)

1105 (ABC) =
) o

1106 (ABC)

J
N
IR0 i
]
=
Il

1107 (ABC)

ﬂﬂ

1108 (ABC) Salll I B e

Patiert [1100 | wist [Bassline 1 Crested on [03-Sep-2004 10:13:18 ]

By [Joanne Bugembe

Page |1 | R IDemog

Date [09-02-2004 | Doc # [3432402 |

Status |Pass 2 Complete ]

Last modified on |24-Mow-2004 15:01:50 |

Last tranzaction on [24-N0v-2004 15:01:50 |

By [Steve Ransdell

Exit the farm

12.Click on the X in the dialog box to close the “Oracle Pharmaceutical....” Window

M Oracle Pharmaceutical Applications - Oracle Cli.. . ¢

Please do not close this window with a RD(C session
mmmning. Closing the window will cause report/file viewing
and help to stop workmg.
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13.Click on the X in the dialog box to close the web browser.

< Launch Oracle Clinical RDC 4i {4.5.0) - Microsoft Internet Explorer

File Edt Wew Favorites Tools  Help

= A =
¥ ‘ o ) L ’ <
@ Back v () © X ,,: _I\] - ssarch 7 Favorites @} i =)

fddress :@

viGo

Oracle Pharmaceutical Applications
RDC 4i (4.5.0)

whe o RDC Online
b ™ Documentation

Plugin download

Downloads page
Life  OracleLife
Change Password Sciences Sciences
Login help Oracle Clinical User

Liriks @Snaglt j

ocve Group

For supported browsers and operating systems check with your administrator or Oracle Support

ORACLE

Copyright 2002 Oracle Corporation All Rights Reserved
Questions, comments, ete: Pleaze contact your local Oracle support representative.
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